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APA Medical Director James H. Scully Jr., M.D., testifies at a Senate hearing on industry-funded
continuing medical education. At right is Murray Kopelow, M.D., head of the Accreditation Coun-
cil for Continuing Medical Education. See story below.

Eliminating CME Conflicts
Worth the Cost, Says Scully

Regulators may join the already-crowded debate over whether commer-
cially funded CME is beneficial or detrimental to the medical profession

and patients’ health.
he fact that the relationship
between the industry and the

I medical profession is facing

increasing scrutiny is not a bad thing,”
James H. Scully Jr., M.D., APA’s medical
director and CEOQ, told the Senate Spe-
cial Committee on Aging at a hearing in
late July. He was one of the medical lead-
ers who testified at the hearing to express
their knowledge and opinions about con-
tinuing medical education (CME)—spe-
cifically, whether funding from pharma-
ceutical and device companies, currently
accounting for half of all funding for all
CME programs in the United States,
leads to biased information for physicians.

The committee chair, Sen. Herb
Kohl (D-Wis.), asked everyone who tes-
tified: “Are the drugs

and device industries
getting a return on
their annual billion-
dollar investment in
continuing medical
education?”

Several people
testifying at the hear-

BY JUN YAN

ing said yes—industry-funded CME poses
either a real problem or at least a serious
threat to the objectivity and quality of
continuing education that physicians are
required to obtain and maintain. Others
argued that the current system is effective
and sufficient in protecting CME from the
commercial interest of sponsors.

please see CME on page 28
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N.J. Settlement
Wins Release

Of Patients to
Community Care

The agreement is part of a nation-
wide effort to enforce provisions of
a 10-year-old Supreme Court ruling
that requires states to offer qualified
patients the least restrictive care

available.

M lawsuit in July with the New Jer-
sey Department of Human Ser-

vices to release by 2014 a total of nearly 300

people in the four state-run psychiatric

hospitals and to provide them with hous-

ing and treatment in community settings.

The plaintiffs, which included Disabil-
ity Rights New Jersey (DRN]J) and the
Bazelon Center for Mental Health Law,
said the transfer to the noninstitutional
settings would provide healthier dwell-
ings and independence for people who
had long been kept in tightly controlled
environments but were capable of living in
community settings given the right treat-
ment assistance.

The agreement settled a 2005 fed-
eral lawsuit, DRN7 v. Velez, brought by
the mental health advocates on behalf of
about 1,000 patients deemed qualified for
less restrictive, supportive housing, which
also provides for medical, mental health,
and assisted-living services.

Under the agreement, the state will
develop 1,065 new supportive housing
units and similar community settings.

please see Settlement on page 28
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ental health advocates settled a

10. 8-11. 09

ot -a
1 E ?

B

—ranre
10

APA’s 2009 Institute on Psychiatric Services will be held in New York City October 8 to 11. The Big
Apple is ready to welcome you! Save on fees by registering on or before September 18. See pages

2 and 20.
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Asenapine Adds to Arsenal
To Treat Psychotic Disorders

The new antipsychotic medication is formulated for sublingual admin-
istration to bypass hepatic metabolism and requires twice daily dosing,
according to the product label.

Features

Volume 44
Number 17
September 4, 2009

GOVERNMENT NEWS

Parity Battle Lessons 1 6
May Be Useful Now

The quest to make mental health parity
the law of the land may hold some lessons
for winning passage of health care reform
legislation, according to experts in the
American fournal of Psychiatry.

Reform Proposals Seek 1 6
Patients as Partners

Supporters of shared decision making by
patients in their treatment have added

BY JUN YAN

PROFESSIONAL NEWS

Managing Depression

During Pregnancy

Experts from APA and the American
College of Obstetricians and Gynecolo-
gists collaborate to review how best to

treat depression in pregnant women
while minimizing risks.

new antipsychotic drug, ase-

napine, has been approved by

the Food and Drug Admin-

istration (FDA) for the acute

treatment of schizophrenia

and manic or mixed episode in bipolar I
disorder in adults.

The approval, announced on August

14, came just two weeks after an FDA

upon the company’s merger with Orga-
non BioScience in 2007.

In two of the three phase 3 trials in
schizophrenia, asenapine 5 mg twice daily
showed significantly greater efficacy, mea-
sured by total score on the Positive and
Negative Syndrome Scale (PANSS) than
did placebo after six weeks of randomized,
double-blind, acute treatment. A higher

Flu Outbreak Expected

To Have MH Wallop

Will it be the Big One or the epide-
miological equivalent of the sniffles? No
one knows, so it’s better to be prepared.
Disaster psychiatry experts offer advice
on mental health preparedness.

HEALTH CARE ECONOMICS
Employment Aids Recovery
Of Seriously Mentally llI

Patients with serious mental illness
who work more hours have significantly
lower service utilization costs than those

who are not employed or who work
fewer hours.

MH Spending Beats Out

Other Conditions

As the number of people seeking psy-
chiatric care nearly doubled in the last
decade, spending on such care rose more
quickly than for other chronic health
conditions.

Depart
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Blocking specific neurons can make ad-
dicted rats “forget” the conditioning that

links environmental cues with cocaine use.

Diagnosing Fragile X 18
Often Takes Too Long

There are important reasons why fragile
X syndrome should be identified or ruled
out in some children early in life, but
delayed diagnoses are still problematic.
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port after industry funding disappears.
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advisory committee gave a favorable
review to the drug at a public meeting.
The advisors reviewed three phase 3,
placebo-controlled trials of asenapine in
patients with schizophrenia and two pla-
cebo-controlled trials in patients with
a manic or mixed episode of bipolar I
disorder.

The drug is expected to be available in
U.S. pharmacies beginning in the fourth
quarter of this year, according to an
announcement by Schering-Plough.

Similar to other second-generation

antipsychotics, asenapine is an antagonist

of the serotonin SHT, and dopamine D,
receptors. Schering-Plough acquired the

molecule and took over its development

dose of 10 mg twice daily was significantly
better than placebo in only one trial. Thus,
the company decided to seek approval for
the indication of schizophrenia treatment
for the dose of 5 mg twice daily only. In a
third trial, asenapine at both doses did not
beat placebo in the primary endpoint.

In the two bipolar disorder trials, asena-
pine was given in flexible doses of between
5 mgand 10 mg twice daily for three weeks
during an acute manic or mixed episode in
a double-blind manner. The primary effi-
cacy measure, improvement from baseline
in the Young Mania Rating Scale (YMRS)
total score, showed significant advantage
for asenapine over placebo.

please see Asenapine on page 28
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Important Announcements
About APA’s Institute on
Psychiatric Services

e Register Now and Take Advantage of

APA has gone GREEN! The Association
is trying to do its part in helping to save
the environment. Therefore, APA is no
longer printing or mailing the institute’s
preliminary program; instead, the pre-
liminary program, which includes meet-
ing highlights and travel, hotel, registra-
tion, and other useful information, can
be downloaded from APA’'s Web site by
clicking on “Full IPS Preliminary Pro-
gram” at <www.psych.org/ips>.

e Look for IPS Information Online 6

Reduced Registration and Hotel Fees
You can now register and make your hotel reservations for APA’s
2009 Institute on Psychiatric Services. Registration, hotel, and
program information can be found on APA’s Web site at <www.
psych.org/ips>. The most highly attended institutes have been
held in New York City, so you are encouraged to act quickly to
register and make your hotel reservations.

Institute on
Psychiatric
Services

APA’s Leading Educational
Conference on Public and
Community Psychiatry

If you have questions about the institute,
contact Jill Gruber at (703) 907-7815 or
jgruber@psych.org.
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~from the president
Don’t Pass Up This APA Gem!

PA’s 2009 Insti-
tute on Psychiatric
Services—which is

being held October 8 to 11
in New York City—offers
a great opportunity for our
members to learn about a

number of innovations in
psychiatric treatment. The
Scientific Program Com-
mittee, chaired by Dr. Ste-
phen Goldfinger, and Dr.
Debbie Hales, director of
APA’s Division of Educa-
tion, have done a terrific job in shaping
a first-rate program (see pages 2 and 20).

This year’s program will expand from
its more traditional community focus to
include vital new information on a variety
of therapeutics for other practitioners in
our field. The program includes a num-
ber of special lectures, immersion courses,
symposia, workshops, clinical “practical
pearls,” and forums, all led by experts in
our field. The program can be accessed on
APA’s Web site at <www.psych.org/Main
Menu/EducationCareerDevelopment/
Meetings/InstituteonPsychiatricServices.
aspx>.

In keeping with the theme of my presi-
dency, the institute’s theme is “Pride and
Practice: Bringing Innovation Into Our
Treatments.”

For lectures, we have a series of award
and invited lectures. With regard to the
award lectures, Dr. Dwight Evans (APA
Research in Psychiatry Award) will dis-
cuss the interface of psychiatry with
other areas of medicine, with an empha-
sis on HIV disease progression; Dr. Vic-
tor Reus (Vestermark Award) will discuss
maintaining career-long competence; Dr.
Christopher McDougle (Frank J. Meno-
lascino Award) will discuss the diagno-
sis and pharmacotherapy of autism; Dr.
Lloyd Sederer (Administrative Psychi-
atry Award) will discuss public men-
tal health; and Dr. Kenneth Pargament
(Oskar Pfister Award) will discuss spiri-
tuality and mental illness.

Among the invited lectures, we have
treatment-oriented lectures by Dr. Otto
Kernberg on transference-focused psycho-
therapy, Dr. Jeffrey Lieberman on phar-
macologic treatment of schizophrenia, Dr.
Harold Koplewicz on treatment of adoles-
cent depression, Dr. Linmarie Sikich on
antipsychotics in children, Dr. Kim Hop-
per on outcomes of schizophrenia around
the world, and Dr. Grayson Norquist on
telepsychiatry for underserved popula-
tions. These leaders will provide their
unique perspectives on obviously diverse
clinical issues. I have agreed to talk on
the future status of antidepressant ther-
apy and the implications for training and
practice. We have other lecturers as well,
such as Dr. Paul Appelbaum on conflicts of
interest in dealing with industry and Dr.
Michael Hogan on mental health services
in New York state.

The Scientific Program Committee
has developed a series of superb half-day
and full day courses—including, among
others, ones on psychopharmacology,
buprenorphine, and CBT for patients

-

BY ALAN F. SCHATZBERG, M.D.

with psychotic disorders.
These offer highly effi-
cient opportunities to
learn key, in-depth mate-
l rial presented by lead-
. | ersinour field. The psy-
y chopharmacology course
will include Dr. Charles
DeBattista, Dr. Terry
Ketter, and me from Stan-
ford; Dr. Jeremy Coplan
from SUNY Downstate;
and Dr. Jeffrey Lieber-
man from Columbia. The
course on CBT for psychotic disorders
will be led by Dr. Michael Garrett from
SUNY Downstate.

Dr. Johnny O’Reardon from the Uni-
versity of Pennsylvania and a leading
expert in transcranial magnetic stimula-
tion will provide a forum on the topic.

We have a number of interesting
workshops including—to name but
a few—one on gender and academic
careers codirected by Drs. Geetha
Jayaram and Leah Dickstein and one on
residency issues with Drs. Sarah John-
son, Carol Bernstein, and Kayla Pope.
In addition to these, we have a workshop
on the pharmacotherapy of addictions
with Drs. John Renner and Eric Strain
and a symposium on PTSD in military
psychiatry organized by Dr. Darrell
Regier. There will be “practical pearl”
sessions as well led by Dr. Carolyn Rob-
inowitz and others. And there’s much,
much more on the scientific program, as
well as the host of other social and col-
legiality opportunities the institute has
offered over the years.

The institute is one of a number of
educational opportunities that APA
offers to its members. It serves an impor-
tant niche not only for hospital- and com-
munity-based practitioners but all men-
tal health clinicians. I urge you to take
advantage of this opportunity, and I look
forward to seeing all of you in New York
City next month. H

Sign Up Now to
Vote Online

APA candidates for national office

will be announced on APA's \Web site

by September 15. APA’s Elections
Committee is urging you to go green this
year and take steps now to opt out of
receiving a paper ballot and vote online
instead. To do so, visit <www.psych.org/
options>, log in as an APA member, and
click “yes” beside “Electronic Ballot.”
Also, be sure to confirm or update your
contact information.

Voting online is good for the environ-
ment by saving on paper and reduces
costs associated with paper and post-
age. So, please, update your e-mail
information now and opt to vote online
(and not receive a paper ballot) by
December 1. More information is avail-
able by contacting Ricardo Juarez at
rjuarez@psych.org.

OPTIMUM PERFORMANCE

INSTITUTE
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a daunting and overwhelming challenge. Thrust into this real world alone,
with few advocates, they often are overwhelmed by isolation and lack of
structure and support. Robert Fischer, M.D., psychiatrist, co-founded
Optimum Performance Institute in 2004 to meet the needs of these
young adults, ages 17-25. OPI Offers:

e Extensive therapy, counseling &
emotional support

e Motivational stimulation utilizing
sophisticated opportunities for
personal growth: Private lessons
from a Grammy-nominated
musician, Taekwondo Master or
award winning film maker, etc.

e Boutique educational packages:
Participants attend junior colleges
& universities, the Musician’s
Institute, Westlake Culinary
Institute, Fashion Institute of
Design & Merchandising

e Weekend seminars at places like
the Kavli Institute for Theoretical
Physics

o Multifaceted
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American Academy of
Psychiatry and the Law

40th Annual Meeting

October 29 - November 1, 2009

Baltimore, Maryland

e Civil Commitment

e Dangerousness

e Treatment of Offenders

e Criminal Forensic Psychiatry
e Child Forensic Psychiatry

e Ethics e Sexual Offenses

e Personal Injury & Malpractice

The American Academy of Psychiatry and the Law is accredited by
the Accreditation Council for Continuing Medical Education
to sponsor continuing medical education for physicians.

For program and registration information,
call (800) 331-1389
Website: www.AAPL.org
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Clark Notes Centenary
Of Historic Freud Visit

Sigmund Freud once said that America was “a gigantic mistake,” but that
didn’t keep him from coming here and accepting an honorary degree from
Clark University a century ago. The trip was his first and last to America.

nce upon a time, Sigmund
Freud came to America.

He walked (in Central
Park), he talked (at Clark
University).

Then he returned home to Vienna.

While here, he accepted the only hon-
orary degree he would ever receive and
retained his jaundiced view of the United
States. His influence on the mind and
its workings, however, traveled outward
from that week in September a hun-
dred years ago to rise and fall in the New
World for the next half century.

To mark the centenary of Freud’s
visit, Clark University has planned two
conferences, one from October 3 to §
and another on November 21. Sophie
Freud, granddaughter of Sigmund
Freud, is one of the speakers. The New
York Academy of Medicine will also

BY AARON LEVIN

commemorate the event with a confer-
ence on October 3 and 4.

Jung Helps Persuade Freud

In 1909 Freud’s work was known only
to a handful of scholars and clinicians on
this side of the Atlantic when G. Stan-
ley Hall, the president of Clark, wrote
to invite him to join in the commemora-
tion of the university’s 20th anniversary.
Hall was a major figure in American
psychology and an admirer of Freud’s
work, especially as it applied to sexual-
ity in early childhood.

Freud declined Hall’s first invitation,
saying that the original July date would
interfere with seeing his patients. The
Swiss psychiatrist Carl Jung wrote to
tell Freud that he was missing an oppor-
tunity to draw attention to his ideas on
both sides of the Atlantic. Eventually,
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Among the notable figures at Clark University’s 1909 psychology conference were (front row,
from left) Sigmund Freud, G. Stanley Hall (president of Clark), and Carl Jung; (back row, from left)

A.A. Brill, Ernest Jones, and Sandor Ferenczi.

Hall shifted the conference to early Sep-
tember to accommodate other speakers
who had also initially begged off. He also
increased Freud’s honorarium from $400
to $750 (more than $18,000 in today’s dol-

APA, ACOG Produce Guidance on
Managing Depression During Pregnancy

In addition to collaboration between obstetricians and psychiatrists, the
patient’s own input is “paramount” when choosing the most appropriate
treatment for depression before and throughout pregnancy.

reating pregnant women with clini-

cal depressive symptoms poses a dif-

ficult challenge to not only obste-
tricians and psychiatrists but also to the
patients themselves. Specialists in both
disciplines have worked together to review
the literature and produce a report with
practical guidance.

In a collaborative effort, APA and the
American College of Obstetricians and
Gynecologists (ACOG) convened a work
group of psychiatrists and obstetricians/
gynecologists led by Kimberly Yonkers,
M.D., an associate professor of psychia-
try and obstetrics, gynecology, and repro-
ductive sciences at Yale School of Medi-
cine. The work group examined available
research and formulated recommendations
on how to best manage depression during
pregnancy. The report has been published
simultaneously in the September Obstetrics
and Gynecology and the September/October
General Hospital Psychiatry.

Depressive symptoms are present in 14
percent to 23 percent of pregnant women
and, if leftuntreated, can pose serious risks
to the health and well-being of both the
patient and the fetus she carries, according
to the report. Although researchers have
examined the risks of antidepressant expo-
sure to birth outcomes to a certain extent,
many studies have produced conflicting or
inconsistent results. There are even fewer

n PSYCHIATRIC NEWS / Seplember 4, 2009
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data on the effects of maternal depres-
sion on pregnancy and child developmen-
tal outcomes. Published studies are often
hampered by uncontrolled confounding
factors and small sample size.

“There are no clear-cut data [to quantify]
the risk of antidepressant treatment inde-
pendent of the underlying illness,” said Yon-
kers in an interview with Psychiatric News.
Although some antidepressants have been
linked to a small but significant increase in
adverse risks, studies have not been able to
extricate the effect of medications from the
effect of depression itself, she pointed out.

The work group devised antidepres-
sant treatment algorithms and guidelines
to help physicians make optimal, individu-
alized therapeutic decisions with patients.

A thorough assessment of a patient’s
current symptoms and medical history
is critical for determining the treatment
strategy over the course of pregnancy, the
group recommended. Physicians are urged
to consider psychosocial treatments, espe-
cially cognitive-behavioral therapy and
interpersonal psychotherapy, for patients
with mild-to-moderate depression, espe-
cially for women who are planning to
become pregnant or who would rather
avoid antidepressant medications.

In contrast, patients with a history of
severe and/or recurrent depression, psy-
chotic symptoms, bipolar disorder, or a

suicide attempt should not be discontin-
ued from drug therapy.

Electroconvulsive therapy is an option
for inducing rapid symptom relief for preg-
nant women who have not responded to
antidepressants or other therapy or who
are psychotic, suicidal, or severely disabled.

The work group strongly calls for
obstetricians and psychiatrists to coordi-
nate their care, especially for patients who
require careful monitoring and evaluation
as their conditions and symptoms fluctu-
ate. Further, “respect for the patient’s pref-
erences is paramount,” the report states.

The overarching message is “there isn’t
one simple answer,” according to Yon-
kers. “A collaborative approach involving
the psychiatrist, the obstetrician, and the
patient is the best. There is no one sce-
nario that fits every patient.”

Nada Stotland, M.D., M.P.H., imme-
diate past president of APA and an expert
in reproductive psychiatry, is a coauthor
of this report.

“Depression during pregnancy is a
particularly common and vexing clinical
problem,” Stotland told Psychiatric News.
“Untreated depression is bad for the preg-
nancy and a risk for postpartum depression,
which isagonizing for the mother and harm-
tul for the baby. The collaboration between
APA and ACOG brought both perspectives
and bases of knowledge to the work on this
paper and will bring this important infor-
mation to clinicians in both specialties. I
hope this project will be a model for many
collaborations in the future.”

“The Management of Depression
During Pregnancy: A Report From the
American Psychiatric Association and the
American College of Obstetricians and
Gynecologists” can be accessed at <bttp://
journals.lww.com/greenjournal/pages/
default.aspx>. B

lars) and offered him an honorary degree,
as well. The combination was apparently
enticing enough.

Freud and Clark saw mutual value in
the impending conference, said Rob-
ert Tobin, Ph.D., now the Henry J. Leir
Chair in Foreign Languages and Cultures
at Clark, in an interview.

“Clark was new and appropriated some
of the glow from its roster of distinguished
speakers and honorees,” said Tobin. “Even
at 53, Freud was still not that eminent—
Interpretation of Dreams had sold only 600
copies—so the degree served to validate
his thinking and possibly bolster his sta-
tus in Vienna.”

Freud sailed from Bremen accompa-
nied by Jung and the Hungarian psycho-

“The 1909 conference
paved the way for the
movement from Europe
to the U.S. in the 1930s
that pushed psycho-
analysis to dominate
psychiatry until the
1960s.”

analyst Sandor Ferenczi. Even this hum-
ble fact had Freudian overtones. The three
had lunch while waiting to embark. When
Freud fellill during the meal, Jung paid the
bill, an event that some have interpreted as
an oedipal usurpation of the father of psy-
choanalysis by his chosen heir.

Freud Presents Five Lectures

Freud and Jung spenta few days in New
York (and took that stroll through Central
Park) before traveling to Worcester, Mass.,
home of Clark University. Freud arrived
on campus on Sunday, September 5, and
on Tuesday gave his first lecture, a gen-
eral outline of the history of psychoana-
lytic research.

Freud did not read his lectures. His
preparation—aside from years of think-
ing and writing about psychoanalysis—
consisted of taking walks with Jung to dis-
cuss his intended topics.

please see Freud on page 29

Credit: Courtesy Clark University Archives



RELAPSE.

Nearly 80% of patients with schizophrenia experience at
least 1 relapse within 5 years of diagnosis.!

RELAPSE.

Patients with schizophrenia miss nearly one third of their oral
antipsychotic doses every year.?

ETHINK.

Is it time we took another look at treatment for schizophrenia?

While no medication can guarantee a relapse will not occur,
using long-acting therapies earlier can help you recognize
the opportunity for missed doses and intervene when it
matters most.

Janssen® is dedicated to finding innovative ways of helping
patients with schizophrenia get the medication they need.
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Psychiatrists Should Prepare
For ‘Swine’ Flu Fallout

A massive outbreak of influenza A (H1N1) might lead to headaches for
psychiatrists as well as epidemiologists.

ovelinfluenza A (HIN1)
advanced and receded in
the United States this
past spring, butno one in
the public health com-
munity expects it to stay away. Whether the
flu formerly known as swine will return this
fall and winter as a mild breeze or a storm of
infection is unknown at press time.

Flu is usually not the concern of psy-
chiatrists (unless they catch it themselves),
but some aspects of last spring’s mini-pan-
demic have raised some concerns in the
disaster mental health community.

These include not only neuropsychi-
atric effects of the disease or the medica-
tions used to treat it, but the community
mental health issues that follow any major
disaster (see box).

According to the Centers for Dis-
ease Control and Prevention (CDC),
encephalitis, encephalopa-
thy, Reye’s syndrome, and other neuro-
logic disorders” and “acute cognitive and
behavioral problems” have been seen in
children with seasonal flu. In July the
agency reported on four cases in Dallas of
neurologic complications in children and
adolescents with confirmed HIN1 flu.
Those patients represented about 1 per-
cent of the HINI cases seen at the hos-
pitals reporting. At various times, one or
more of these patients had seizures, were
confused, and had difficulty respond-
ing to questions. All were hospitalized,
treated, and released without long-term
mental complications.

“Clinicians should consider influenza-
associated encephalopathy in the differen-
tial diagnosis of children with [influenza-
like illness] and seizures or mental status
changes,” wrote the CDC in the July 24
issue of Morbidity and Mortality Weekly

“seizures,

A thermal camera monitor is used at a South Korean airport to
identify arriving passengers who may be infected with HIN1.

The monitor measures body temperature.
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Report. Such symptoms are manageable in
normal caseloads but would presumably
appear in greater absolute numbers if tens
of thousands of people came down with the
flu in one city.

Treatment represents another potential
area of concern. The CDC recommends
two neuraminidase inhibitors for the anti-
viral treatment and prophylaxis of HIN1
influenza: zanamivir (Relenza) and oselta-
mivir (Tamiflu). Recent prophylactic trials
in Britain of the latter produced reports
of side effects in 21 percent to 33 percent
of participants, mostly gastrointestinal or
headache, but the small number of partici-
pants and methodological problems limit
the trials’ usefulness.

Occasional reports of “bizarre behav-
ior” after taking these drugs exist, but
those effects may be attributable to the
illness as much as to the medication.
Early reports from Japan of increased
suicides among young people taking
oseltamivir were not confirmed after
an FDA review, which said the events
may have been related to high levels of
flu-induced encephalitis there. A report
last April from the drug’s manufacturer
(Hoffmann-La Roche) said “no increase
in the incidence of claims-based neuro-
psychiatric events was detected” in users
of the drug compared with those not tak-
ing antivirals.

Nonpharmaceutical interventions could
play a role in holding down infection rates
but might produce their own problems.
“Social distancing”—closing schools and
businesses, staying home from work when
sick, and canceling concerts, sports events,
and church services—has proven effective
in past epidemics but might be hard to con-
tinue for more than shortstretches of time.

“[MJaintaining the strict confinement
of children during a pan-
demic would raise signif-
icant problems for many
families and may cause psy-
chosocial stress to children
and adolescents,” says the
U.S. government flu Web
site. “These considerations
must be weighed against
the severity of a given pan-
demic virus to the commu-
nity at large and to children
in particular.”

In the worst case, if
schools and child care cen-
ters were closed, workplace
absenteeism could rise and
incomes fall as parents
stayed home to look after
their children. Economic
disruption could become
severe. Families with mem-
bers infected with the flu
might be shunned by neigh-
bors. Combined with high
mortality rates, all of this

Flu Outbreak Could Lead to
Community Stress

The mental health effects of natural disasters like floods or earthquakes are fairly well docu-
mented, but there are almost no data on the mental health consequences of infectious dis-
ease outbreaks, according to the Center for the Study of Traumatic Stress. The center is part
of the Department of Psychiatry at the Uniformed Services University of the Health Sciences
in Bethesda, Md.

Nevertheless, from existing research and experience stemming from past disasters, the
center offers a number of guidelines for clinicians and the public in preparing for the out-
comes of a severe outbreak of novel influenza A (HIN1) flu.

e Public health and government officials must inform the
public in advance about the science of influenza and

ways to prepare for an outbreak and reduce the risk of
infection.

e Public officials must understand who are the most
vulnerable members of society and will need the most
health services, including mental health services—
people with psychiatric illness, children, the elderly,
homeless people, and people who suffer losses during the
pandemic.

e Community medical capacity may be overwhelmed by the sick and those who fear real or
imagined exposure. Planning for such behavioral response is critical.

e Community social supports, even if hampered by the necessities of social distancing, are
important. Engaging in regular activities like school or work as much as possible can lessen

Credit: IstockPhoto © Bjorn Meyer

distress.

e Planning for mass fatalities, including stress not only on survivors, but on medical staff,
funeral homes, and religious institutions, is essential.
e Good risk and safety communication must inform the public about health-protective

behaviors.

e Poor material support for prevention, response, and recovery may lead to disenchantment
with systems that help communities respond to disaster.

e First responders will need help assuring the safety of their families while they work and
coping with the inevitable stress they will face on the job.

e Finally, mental health surveillance should track levels of PTSD, depression, and substance
use, in parallel with changes in the social environment—school or work closings, housing, or

transportation problems.

More information is posted at <www.centerforthestudyoftraumaticstress.org/

pandemicflu.shtm/>.

would inevitably raise stress levels, or
worse, as often occurs after floods and
earthquakes.

Another problem might not show up for
decades.

Last spring, pregnant women appeared
to be at higher risk for severe complica-
tions of HINT1 flu, including death, so the
CDC placed them at the top of its vaccine
priority list.

Research looking at health records
from the 1950s and 1960s has found that
influenza infection in pregnant women is
associated with increased risk of schizo-
phrenia in their offspring. The spring
2009 outbreak struck people under the
age of 25 twice as frequently as older peo-
ple, reversing the seasonal flu pattern and
making women of child-bearing age more
vulnerable.

The HINI virus has some elements
in its viral coat similar to that of strains
circulating half a century ago, said Alan
Brown of Columbia University, who has
studied this question extensively. How-
ever, its viral makeup may not make much
difference.

“Based on our data, the effect on the
risk of schizophrenia is probably due not to
the flu itself but to immune response, espe-
cially the cytokine response produced by
activated T-cells,” said Brown in an inter-
view. “Infection is associated with a huge
cytokine response.”

Would the immune response generated
by a flu vaccine cause the same problem?

“The evidence is that the cytokine
response to the flu shotis far less than that
from infection,” said Brown. “Influenza is
a greater danger when weighing the risks
against the benefits.”

Brown would like to see the CDC
extend its vaccine recommendation to all
women of childbearing age.

However, much uncertainty remains
because no one has studied the effects of
flu vaccine on birth outcome to see the
effects of the cytokine response on the
fetus, he said.

Finally, a major outbreak might also
place enormous strain on health care
workers and first responders, if the out-
break of severe acute respiratory syn-
drome (SARS) in Toronto in 2003 offers
any lesson.

There, the mysteries accompanying
an unknown pathogen and route of trans-
mission, along with a high fatality rate,
raised stress levels in hospital employees,
reported Robert Maunder, M.D., an asso-
ciate professor of psychiatry at the Mount
Sinai Hospital in Toronto, in 2004 in the
Philosophical Transactions of the Royal Society
of London (B).

“[TThe SARS outbreak turned the
modern world of health care on its head
in Toronto, in the sense that health care
workers were seen as victims and vectors
of disease rather than healers, and hospitals
were seen as contaminated areas rather than
places fostering health,” wrote Maunder.

please see Flu on page 29



New Policy Helps Pediatricians
Sharpen Psychiatric Skills

Expanding pediatricians’ awareness and skill to assess and treat chil-
dren with common mental health problems will go a long way toward
improving access to care, says the chair of APA’s Council on Children,

Adolescents, and Their Families.

f the estimated 13.7 mil-

lion children and teens in

the U.S. suffering from a

mental disorder, 70 per-

cent to 80 percent are not
getting the professional treatment they
need in part because there are just not
enough psychiatrists—especially child
psychiatrists—to help them (Psychiatric
News, May 1). The solution, say a grow-
ing number of child health experts, is to
fully harness the resources of primary care
clinicians, especially pediatricians, to help
tackle the problem.

Of course, that’s easier said than done,
considering the typical pediatrician’s
already tight schedule conducting rou-
tine physical exams, managing childhood
immunizations, tracking developmen-
tal milestones, and attending to the daily
stream of childhood illnesses and injuries.

So what’s a pediatrician—poised to
become a frontline warrior against men-
tal illness—rto do?

A new policy statement by the Ameri-
can Academy of Pediatrics (AAP) released
in late June and posted online in the July
Pediatrics offers pediatricians broad guid-
ance from which to get started (see box).
They are encouraged to read the 14-page
policy statement and use it as a self-assess-
ment tool to review their knowledge,
skills, and attitudes related to child men-
tal health. Based on the assessment, doc-
tors can determine what “competencies”

BY STEPHANIE WHYCHE

they need to acquire or enhance their clin-
ical skills.

The statement was issued by the AAP’s
2007-2008 Committee on Psychoso-
cial Aspects of Child and Family Health
and its 2007-2008 Task Force on Mental
Health. The American Academy of Child
and Adolescent Psychiatry and other
medical and health-professional groups
also provided input as the statement was
being developed.

“Pediatricians have a special interest in
preventing or intervening early in a con-
dition before it rises to the level of a dis-
order,” said Jane Foy, M.D., chair of the
AAP Task Force on Mental Health, in the
July AAP News.

The statement names the baseline
“competencies” that pediatricians should
have if they are to be frontline assessors of
mental health in children or providers of
care for patients exhibiting mental health
problems. It also will help pediatricians
evaluate whether they need to consult with
or refer patients to psychiatrists or mental
health professionals.

The statement also advocates “system
enhancements” that should improve clin-
ical practice. These include strengthen-
ing child mental health training in pedi-
atric residency programs and continuing
medical education, improving the financ-
ing/reimbursement of mental health care,
and establishing collaborative relation-

please see Pediatricians on page 29

Mental Health Care Recognized as
Integral to Primary Pediatric Care

The following is excerpted from the American Academy of Pediatrics’ policy
statement “The Future of Pediatrics: Mental Health Competencies for Pediatric

Primary Care.”

“Pediatric primary care clinicians have unique opportunities and a growing sense of
responsibility to prevent and address mental health and substance abuse problems in the
medical home. . . . [The AAP] proposes competencies requisite for providing mental health
and substance abuse services in pediatric primary care settings and recommends steps
toward achieving them. Achievement of the competencies proposed in this statement is a
goal, not a current expectation. It will require innovations in residency training and continuing
medical education, as well as a commitment by the individual clinician to pursue, over time,
educational strategies suited to his or her learning style and skill level. System enhancements,
such as collaborative relationships with mental health specialists and changes in the financing
of mental health care, must precede enhancements in clinical practice. For this reason, the
proposed competencies begin with knowledge and skills for system-based practice. The
proposed competencies overlap those of mental health specialists in some areas; for example,
they include the knowledge and skills to care for children with attention-deficit/hyperactivity
disorder, anxiety, depression, and substance abuse and to recognize psychiatric and social
emergencies. In other areas, the competencies reflect the uniqueness of the primary care
clinician’s role: building resilience in all children; promoting healthy lifestyles; preventing or
mitigating mental health and substance abuse problems in children and their families; and
partnering with families, schools, agencies, and mental health specialists to plan assessment
and care. Proposed interpersonal and communication skills reflect the primary care clinician’s
critical role in overcoming barriers (perceived and/or experienced by children and families) to
seeking help for mental health and substance abuse concerns.”
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The Retreat at Sheppard Pratt represents a depar-
ture from the crisis stabilization psychiatric treat-
ment episode. The Retreat features 16 private
rooms and baths in a setting designed for intensive
diagnosis and psychotherapeutic treatment.
Treatment includes psychopharmacology, psycho-
dynamic therapy and Eastern movement and med-
itation practice. The Retreat does not participate
with any insurance programs; all care is privately
funded and all length of stay and treatment deci-
sions are based on the expert recommendations of
the treatment team and the patient’s response.
For information, call:
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Visit our website: www.retreatatsp.org
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Antidepressant Use Rises
In 10-Year Period

The rate of antidepressant use doubled from 1996 to 2005, while the
use of psychotherapy declined. In more recent years, other data on
antidepressant use indicate that this trend has flattened or reversed.

ntidepressant medications

have gained wider accep-

tance and popularity, accom-

panied by declining use of

psychotherapy, in the treat-
ment of depression in the United States
from 1996 to 2005, a study published in
the August Archives of General Psychiatry
demonstrates.

The authors, Mark Olfson, M.D., and
Ph.D., compared the
rates of antidepressant use in 1996 and
2005 using data collected in the Medi-
cal Expenditure Panel Survey (MEPS)-
household component. The ongoing sur-
vey was first conducted by the Agency
for Healthcare Research and Quality
(AHRQ) in 1996.

In 2005 the annual rate of antide-
pressant use was estimated at 10.12 per-
cent, nearly doubling from the 5.84 per-
cent documented in 1996. Compared with
1996, the rates of antidepressant use in
2005 increased with statistical significance
regardless of sex, age group, marital status,
educational level, family income, health
insurance type, and employment status.
The rate of antidepressant use increased
significantly among white and Hispanic,
but not black, respondents.

Steven Marcus,

BY JUN YAN

Olfson is a professor of clinical psychia-
try at Columbia University Medical School
and New York State Psychiatric Institute.
Marcus is a research associate professor
at the University of Pennsylvania School
of Social Policy and Practice. The study
was supported by grants from the AHRQ
and the National Alliance for Research on
Schizophrenia and Depression.

During the year of MEPS, trained
interviewers visited and interviewed a
large sample of households throughout
the United States and asked respondents
to record their and their family mem-
bers’ health care visits, reasons for the vis-
its, and treatments including medications
throughout the year. Their diagnoses and
health care visits were validated by respon-
dents’ medical records. Olfson and Mar-
cus limited their analyses to people 6 years
and older and included nearly 19,000 peo-
ple from the 1996 survey and over 28,000
from the 2005 survey.

Among people who were treated with
antidepressants, 5.45 percent also received
antipsychotics in 1996, compared with
8.86 percent who also received antipsy-
chotics in 2005, while the percentage of
patients who also received psychotherapy
declined significantly from 31.50 percent

to 19.87 percent. Meanwhile,
the rate of inpatient mental
health service decreased sig-
nificantly from 3.93 percent to
2.08 percent.

Fewer than 1 in 4 anti-
depressant users was being

Use of Antidepressants
Increased in Most Groups

The 2005 rate of antidepressant use among people 6 years and older
in the United States is significantly higher than the 1996 rate in most
demographic groups except blacks. Data were derived from the
nationally representative Medical Expenditure Panel Surveys
conducted in 1996 (n=18,993) and 2005 (n=28,445).

treated by a psychiatrist in 19
2005. This information was

—_
N

13.42 1

= 1996

not collected in the 1996 sur-
vey, thus making a comparison

m 2005

©

impossible, Olfson told Psychi-
atric News. The rates of treat-
ment by psychologists and
social workers were about 9
percent and 4 percent, respec-
tively, in 2005.

Number per 100 persons
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The authors suggested a
number of explanations for
the increase in antidepressant
use, including more new drugs
being approved, less stigma for

Women White Black* Hlspamc

*Not statistically significant.

Source: Mark Olfson, M.D., M.P.H., and Steven Marcus, Ph.D.,
Archives of General Psychiatry, August 2009

mental illness, growing accep-

tance of psychopharmacological treatment
by the public and general medical sectors,
and a near fourfold increase in direct-to-
consumer advertising to promote antide-
pressant drugs. The indications of anti-
depressants have expanded in the decade,
which may also explain the growth of their
popularity. The percentage of all antide-
pressant users who were being treated
for depression barely changed from 1996
to 2005—from 26 percent to 27 per-
cent. Other conditions for which they
were treated included back pain, anxiety,
fatigue, and sleep disorder.

The study authors offered several pos-
sible explanations for the increased antide-
pressant use. Two national surveys showed
that the prevalence of major depression in
adults rose from 3.3 percent in 1991-1992

Psychiatry Recruitment Formula
Based on Passionate Faculty

If Bill Clinton didn’t put Arkansas on the map, psychiatrists teaching at the
University of Arkansas for Medical Sciences may. They are very successful
at recruiting medical students into psychiatry.

he University of Arkansas for Med-
Tical Sciences College of Medicine
has been one of the national leaders
among medical schools in recruiting med-
ical students into psychiatry during the
past four years, according to APA records.

In fact, a whopping 10 percent of
seniors in the school have entered a psy-
chiatry residency program—either there
or elsewhere—during the past five years,
according to John Spollen, M.D., an asso-
ciate professor of psychiatry and vice chair
of education at the school. That compares
with a national average of between 4 per-
cent and 5 percent during the past five
years, according to National Resident
Matching Program figures. “So we are
about double the national average over the
last five years,” he said.

So what’s the magic?

“We hit them early and hard with
our behavioral science course, which is
given during the second year of medical
school,” Spollen told Psychiatric News.
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“We're basically using the same behav-
ioral science course that many other
medical schools have. The difference
is that ours is primarily, almost solely,
taught by practicing psychiatrists. The

“Psychiatry is about
stories, and it’s that
fascination with the
details of individual lives
that makes medical
students want to enter
psychiatry.”

vast majority of the first two years of
medical school is taught by Ph.D.s or
M.D.s who usually do research, so our
faculty tend to stand out as people who
actually see patients for a living. And
love it. We also strongly encourage the
teachers of the course to weave clinical
stories into their presentations. Psychi-
atry is about stories, and it’s that fas-

cination with the details of individual
lives that makes medical students want
to enter psychiatry rather than another
field of medicine.”

Then, during their third year of medi-
cal school, Spollen continued, medical stu-
dents tend to find their psychiatry rotation
“interesting, fulfilling, and fun” and com-
mit to it. And the major reason why they
find the rotation captivating, he explained,
is because the psychiatrists who teach itare
passionate and charismatic. “We recruit
faculty on the basis of whether they are
greatat what they do, are team players, and
are fun to have dinner with.”

Can psychiatry educators in other med-
ical schools learn from their successes?
“Absolutely,” Spollen replied. “Pay atten-
tion to personality when recruiting fac-
ulty. Also, one way to lure psychiatrists
whose passion is teaching onto your fac-
ulty is to offer them a tenure-track faculty
appointment. We have a tenure track for
clinician educators in our medical school,
which most medical schools do not. In fact,
our medical school has a long history of
being a good place for teachers. Finally,
make those first two years of medical
school as exciting and clinically oriented
as possible for students.”

So will Spollen and his colleagues con-
tinue to use similar strategies over the next
few years to get medical students to sign
on to psychiatry? “You bet,” he chuckled.
“We’re on quite a roll.” W

to 7.1 percent in 2001-2002. “It is diffi-
cult to know whether depression became
more common . . . or people just became
more willing to disclose that they were
depressed. Whatever the reason, a larger
percentage of the population endorsed the
symptoms of major depression in the later
time period,” said Olfson.

“The overall increase in the use of anti-
depressants since the mid-1990s is consis-
tent with previous reports and with gen-
eral clinical experience,” David Fassler,
M.D., commented to Psychiatric News.
Fassler is a child psychiatristand APA sec-
retary-treasurer. “Physicians and the gen-
eral public are more aware of the signs and
symptoms of depression, and treatment
with medication is more widely accepted.”
He found the decline in psychotherapy
use unfortunate, as “research clearly dem-
onstrates that psychotherapy is a valuable
and important component of treatment for
many people with depression.”

Despite the increased rate of antide-
pressants, these data do not measure the
quality of diagnosis and treatment for
patients with depression and other men-
tal illnesses, the authors acknowledged.
They pointed out one disconcerting data-
set: 52 percent (1996) to 65 percent (2005)
of MEPS respondents with bipolar disor-
der were prescribed antidepressants. The
effectiveness and risk of antidepressants in
bipolar treatment are still controversial.

“In the long run, the real issue isn’t
simply how many people are taking anti-
depressants,” said Fassler, but rather
“whether or not the right people are get-
ting the most effective and appropriate
intervention possible.”

Recent studies have suggested that the
national trend of rising antidepressant pre-
scriptions since the 1990s may have flat-
tened or reversed since late 2004 when the
Food and Drug Administration issued a
series of public warnings about increased
risk of suicidality in young patients associ-
ated with antidepressants (Psychiatric News,
July 17). A boxed warning was required for
all antidepressant drug labels in February
2005. This study, a cross-sectional com-
parison between 1996 and 2005, does not
directly address this more recent trend.

An abstract of “National Patterns in
Antidepressant Medication Treatment”
is posted at <archpsyc.ama-assn.ovg/cgi/
content/abstract/66/8/848>. W
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GEODON is indicated for the treatment of schizophrenia.

Elderly patients with dementia-related psychosis treated with
antipsychotic drugs are at an increased risk of death compared to
placeho. GEODON is not approved for the treatment of patients with
dementia-related psychosis.

GEODON is contraindicated in patients with a known history of QT
prolongation, recent acute myocardial infarction, or uncompensated heart
failure, and should not be used with certain other QT-prolonging drugs.
GEODON has a greater capacity to prolong the QT interval than several
antipsychotics. In some drugs, QT prolongation has been associated with
torsade de pointes, a potentially fatal arrhythmia. In many cases this would
lead to the conclusion that other drugs should be tried first. Hypokalemia
may increase the risk of AT prolongation and arrhythmia.

As with all antipsychotic medications, a rare and potentially fatal condition
known as neuroleptic malignant syndrome (NMS) has been reported with
GEODON. NMS can cause hyperpyrexia, muscle rigidity, diaphoresis, tachycardia,
irregular pulse or blood pressure, cardiac dysrhythmia, and altered mental
status. If signs and symptoms appear, immediate discontinuation, treatment,
and monitoring are recommended.
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Do you see your patients’ full potential?

Prescribing should be consistent with the need to minimize tardive dyskinesia
(TD). a potentially irreversible dose- and duration-dependent syndrome. If
signs and symptoms appear, discontinuation should be considered since TD
may remit partially or completely.

Hyperglycemia-related adverse events, sometimes serious, have been reported
in patients freated with atypical antipsychotics. There have been few reports
of hyperglycemia or diabetes in patients treated with GEODON, and it is not
known if GEODON is associated with these events. Patients treated with an
atypical antipsychotic should be monitored for symptoms of hyperglycemia.

Precautions include the risk of rash, orthostatic hypotension, and seizures.

In short-term schizophrenia trials, the most commonly observed adverse
events associated with GEODON at an incidence of =5% and at least twice
the rate of placebo were somnolence and respiratory tract infection.

Please see brief summary of prescribing information on adjacent page.
For more information, please visit www.pfizerpro.com/GEODON

GEODON

(ziprasidone HC|) Capsules
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waried mnslnllhedeaﬂmnpemd Inheaiﬂlmldlimswlﬂ(en heart fallure, sudden death) or infectious (e.0., pneumnrlla}h
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pharmacokinetics. Coadministration of 30 mL of Masiaxdid not atfect GEODON pharmacokinetics. Population pharmacokinetic analyss of

ml:muus—smmumuhmmmmmmmnlmmmmwmmmanmmimmmamumm
bipalar disorder with or without psychotic features. GEODON® (ziprasidone mesylate) for

schizophrenic controlied clinical trials has not revaaled wchnlcaliy wuhcant pharrnaouhnwcmlmwunswmlbwu'um 2,
propranolal, umrmpam for GEODON to interfere with the

nic patients.

[¥)] IJIC&TTDNS—DTMWM Because of GEODON's dose-relate i fthe QTi
of fatal arrhythmias with OT prolongation by some other drugs, GEODON is contraindicated in patients with a known histary of QT
prolongation [|n|:fuqu Dmgenrtal long AT WDme} with recent acule myocardial infarction, or with uncompensated heart failure (see
NINGS ). Pt between GEODON and ather drugs that profong the OT intarval have not been
pertormed. An addtive effect of GEODON and other drups that prolang the QT interval cannot be excluded. Therefore, GEODON should not
be given with dofetiide, sotalol, quinidine, amerﬂlmsla and II]anI|-arrrrrn1m|m mﬁundamne

by CYP‘IM C\’PED‘J CYP’ZCIQ CYPED&NB\'P&M andmugpotenhallnrduvmntemcbw with

GEDDUNduemmsplacemem.GEﬂnm MK with ithium450 affec
state level o renal clearance of ithium. GEODON 20 mag bid did not affect the pharmacokinetics Drcmcmmtamh' administered oraf
contraceptves, ethiny estradiol (0.03 mg) and levonorgestrel (0,15 mg). Consistent with
showed that GEODON did not alter the metabolism of aCYP206 model substrate, tnﬂsrnaacumelabﬂe denrorphan
There was no sta!|st|cally sngnmcanl change in the urinary dextromethorphan/dextrorghan ratio. Carcinogenesis, Mulagenesis,

Ferti with GEODON i Long Evans rats and CD-1 mice. Inmale mice,
I increases in the incidences of

e there

there was noincrease in :u:ldenmnﬂumurs relative to controls. In f

pimozide, sparfioxacin, gatifloxacin, moxifioxacin, hal i, pituitary gland adenoma and carcinoma, and mammary gland adenocarcinoma at all doses tested. Increases in serum prolactin were
mesylate, probucol, or tacrolimus. GEODON is also contraindicated with drugs that have demonstrated QT prolongation 25 one of their observed ina 1-month dietary study in female, but not male, mice. GEUDUNhad nuelfec: on serum profactin in rats lnaSWk daesary
ication orabawedorboldedwarming  studyatthe doses that were used in the carcinopenicity study. Th efor prolactin fing

[see WARNINGS ). GEODON is contraindicated n individuals with a known hypersensitivity to the product. WARNINGS —/ncreased  tumars in rodents is unknown {see Hyperprolactinemia), i5: There was a reproducible inthe assay
Mortality in Patients with Dementia-Related Psychosis. Elderly patients with dementia-related nmhns[s treated with  inone slramofS rypbmunumm the absence of metabolic activation. Positive results were nhtamedmmm !hem witro mammalian cell
anlipsnhollc druus are atan hﬂ:rsased risk of ﬂsalll GEI!I]EIN (ziprasid is not ap| d for the y and the in vitro inhuman lymphocytes Fi 0DON increased
BOXED WARNING). OT Prolongation and Riskof Sudden Death: 'GEODON use should hmsluoupularmmSpmguz-Damwrasnmremlwandeamemh ﬂmmntauduesatdosesoﬁu!n 160my/kgiday (05t

‘be avoided in combination with other drugs malaruimmhm[um the OT; interval. Mdiﬂmlhr :Ilrlimrlssmrll be aisftlnme
identification of other drugs that have been consistently observed ta prolong the OT, interval. Such di

GEQDON. A study directly comparing the QT/0T,- pmlnnylrlueﬁmnIGEuDONvdmsnmlnmmmaﬁmmmmmmm

nia was conducled in patient volunieers. The mean increase in OT, from baseline for GEODON from imately

910 14 msec greater than for four of the comparator drugs (risperidane, olanzapine, quetiaping, and h@lun&ndnt:‘ but was

Inthis study, the eflect of GEO

Btimes the MRHD of 200 mp/day on a mg/m’ basis). Fertility rate was reduced at 160 mg/kpiday (8 times the MRHD on amg/’ basis),
Therewasno efiect on fertility at 40 mg&w‘mywllmﬁme MRHD nnamgfm ‘basis). Thafertility of female rats was reduced.

Pregnancy Category C: Th ate and well pregaant women, GEODOM shauld be used during pregnancy
onlyifthe: pmemmmmstpm lhepumm rigk o the fetus. mmmm “The eflectof GEODON onlabor and delivery in humans
i unkngwn. N Itis and if 0 inwhat amount, GEODON or its metabolites are excreted in human milk.

augmented by Inwmmnlambuicmhhlnrihmmmlaﬂlwm: In placebo-controlled trials, EECDCIH increased the
T, interval compared to placebo by approximately 10 msec at the highesi recommended daily dose of 160 my. In clinical trials the
electrocardiograms of 2/2988 (0.06%) GEODON patients and 1/440 (0.23%) placebo patients revealed OT, intervals exceeding the
potentially clinically relevant threshold of 500 msec. Inthe GEODON patients, neither case suggested a role of GEODON, Some drugs
ummlmmmm,iMImbmamdm-:mmemmumamwmmmm-»mmmm
The relationship of QT prolongation to torsade de pi (20 itis possible that
smaller OT/QT, prolongations may also increase risk, orincrease hil'l mephhleirﬁlvldusls suchasﬂwseuhhhwnkalamia
hypomagnesemia, or genelic predisposition. Alt {GEODON
atrecommended doses in premarketing studies, experience is 1o limited o rule out an increased risk. Astudy evaluating the OT/0T,
prolonging effect of intramuscular GEODON, with intramuscular haloperidol as a control, was conducted in patient volunteers. In the
frial, ECGs were obtained at the time of maximum plasma concentration following two injections of G N (20 mg then 30 mg) or
‘haloperidol (7.5 mg then 10 mg) given four hours apart. Note thal a 30 mg dose of intramuscular GEODON is 50% higher than the
recommended therapeutic dose. Themeanchange in 0T, from baseline was calculated for eachdrugusing asample-based correction

Itis d that women receiving GEODON should not breast feed. Pediatric Uise: The safety and effectiveness of GEODON in
pediatric patients have not been established. Gerlalric Use: Of the approximately 4500 patients treated with GEODON in clinical studies,

24% (109) were 65 years ofage or over. In general, there indication of any ditferent ility for GEODON or of reduced clearance
of GEODON in the elderly compared to younger adults. Nevertheless, the presence of multiple factors that might ingrease the
pharmacodynamic respunsetoGEODﬂN 0r case pomenule:znl:e ororﬂmtasns s!mid lead to consideration of  lower starting dose,

slowertitration, and patients. ADVERSE REACTIONS — Adverse Findings
Observed in Short-ferm, PY fed Trials: The following fini Ix ! ---»cnnuweﬂptemammnu
trials for schizophrenia (a pool of two 6-wees, week i | of two

in which GEQDON was administered in doses ranging fram 10 10 200 mu!day JMrse Events Associated wm Discontinuation:

‘Schizophrenia: .ﬂnpmnmtew 1% (29702) of GEODON: Cebo-C lled stud

due to an ad gvent, compared with about 2.2% (6/273) on placebo. The nmlcunmmﬂ event associated with dropout was rash,

including 7 dropouts for rash among GEODON patients (1%) compared to no placebo patients (see PRECAUTIONS). Bipotar Mania:

Approamately 6.5% (18/279) of GEODON-treated patients in short-term, placebo-controlled studies discontinued treatment due to an

0 ......;mu
d two d- i

that removes the effect of heart rate on the OT interval. The mean increase in OT, from baseline for G wasd.b
the firstinjection and 12,8 msec following the second injection. The meanincrease n 0T, from baseline for haloperidol was 6.0msec
following the first injection and 14.7 msec following the second injection. In this study, no patient had a OT, interval exceedi 5m
msec, As with other antipsychalic drugs and placebo, sudden unexplained deaths have huun reported in patients faking GEIJ
recommended doses. Th ng exp GEODON did EODON
antipsychotic drugs o placebo, butthe extent of limited, especially for the drugs m!asanlm cantrols and placebo.
Nevertheless, GEODON's larger prolongation of OT, length ¢ drugs rai possibility that
the risk of sudden rlsallmﬂmmrlwcillwﬂ than for other available drugs for treating schizophrenia. This possibility needs
1o be considered in deciding among altemnative drug products. Certain circumstances may increase the risk of the occurrence of torsade
de pointes and/or sudden death in association with the use of drugs that prolong the OT, interval, including (1) bradycardia; (2)
hypokalemia or hypomagnesemia; !SI} concomitant use of other drugs that prolong the OT, interval; and (4) presence of congenital
prolongation of the QT interval. GEODOM should also be avoided in patients with congenital long OT syndrome and in patients with a
history of cardiac arrhythmias (see CONTRAINDICATIONS, and see Drug Inferactionsunder PRECAUTIONS). It is recommended that
patients being considered for GEODON treatment who are al rik for significant electrolyte disturbances, hypokalemia in particular,
‘have baseline serum potassium and magnesium measurements. Hypokalemia (and/or Mnnmanrlmmm] may increase the risk of
QT prolongation and arrhythmia. Hypokalemia may result from diuretic therapy, diarrhea, and other causes. Patients with low serum
Itis essential to periodically
g GEODON treatment, Pelsmmlrwlmaﬁ o,

s b i

monitor Ii‘..:......,, isil

adverse event, compared with about3.7% (5/136) on placebo. Th nts associated with inthe GEODON-treated
Tollowi amaety, d o, dizziness, dyston, rash, and vomiting, with 2d ! m..u. g GEODON
patients (1%} comps facebo patienteach lordystoniaand sash (1%) and no placebo p for ining ach
mmuwmmmummxmmmm The most ly observed ady nits associated
with GEODON in schizophrenia trials were somnolence (14%) and 'y tract infection (%), The most ¢ observed adverse

events associated with the use of GEODON in bipatar manéa trials were sumnulam:etsl%} extrapyramidal symptoms (31%), dizziness
(16%), akathisia (10%), abnormal vision (6%), asthenia (6%), and vomiting (5%). The following list enumerates the freatment-emergent
adverse events that occurred during acute therapy, including only those events that occurred in 2% of GEODON patients and at a greater
incidence thanin placebo. Sctuzuphrenla m_a,ia_!ﬂw—-aﬂm:a accidental injury, chest pain Cardigvascu 31—iaohyr,aﬂ:l|a

Digestive—nausea diarrhea,d  angrexa, ng;
dﬂunﬁaﬁﬁuﬂoﬂ«r&swﬂnwt{aﬂmnun rhmms cough increased. —rash,fumaldmmalms.m

Sgnses— abnormal vision. Bepolar Mania: headache, asthema aocrden!a.hniu:y rv—h,rpertensun
Digestive—nausea, diarrhea, dry mouth, vnmmng increased. M myalgia. Nervous—
dizziness, akathisia, anxety, hwesmesxa speachdlsurder Respiratary— phanymgitis, dyspnea.

Skin and Appendages—fungal dermatits. Specia Senses—abnormal visian. Dase - An analysis for dose response in the
schizophrenia triaks revealad an apparent resation of adverse event to dose for the following: asthenia, postural hypatension, anorexia, dry
mauth, increased salivation, arthralgia. anxiety, dizziness, dystonia, hypertonia, somnalence, tremor, rhinitis, rash, and abnormal vision.
Extrapyramidal Symptoms (EPS): The incidece of reported €PS for GEODON patients in theshort-term, placebo-controlisd schizophrenia
tnalswasl#%vsﬁ%fmp(am Otjectively colleg Si Anguss Rating Scak 1_[I‘ B

intervals may alsoinc prolongation and arrhythmia, butiti
effective in defecting such patients. Rather, GEODON:
e, IlTnmInwalmn recent acule rrmeamlallnlal\:tnn uncompensated heart failure, or cardiac arrhythmia. GE(II!IJNshnuII be
p I 07, measurements >500 msec. Wﬁhﬁw .';}wdmmfmj
Thy of NS shiouk o (1) i o of o ‘
other Grugs nntessemmlmcnnwtrem lherany :Z}mtenswe symptomatic treatment and medical monitoring; and (3) treatment nfany
concomitant serious hsg ilabl Ifapauuﬂreqmrsanhpsychutcdrugtrealmwaﬂer
recovery from NMS, the potenialreintroduction of drugth ) idzred, The patient should be carefully monitored,
since recurrences of NMS have baen reparted. IMMMFW ﬂ.syndmmeuﬂ potentially irreversible, involuntary, dyskinetic

SE0DONand Bymw b
occur n susteptible individuals during firstfew days of treatment. Dystonia may occur at any dos evel but with greater frequency and
severity with high polency and at higher doses ulﬁrstgwmhan antipsychatic drugs. Elevated risk is observed in males and younger age
groups. Vital Sign Changes: GEODON is iated with ort P (see PRECAUTIONS). Weight Gai: In short-term
schizophreniatrials th iterionofz7% of bady
significantly greatermudenoe of weight gain for GEODON pahenui tlﬂ%] vs placebo patenls (4%). A median weight gain of 0.5 kg was
observed in GEODON patients vs 0.0 kg in placebo patients. Weight gain was reported as an adverse event in 0.4% of both GEODON and
placebo patients. During long-term merapymh GEODDN acaiegonzamnofpatent at basaling on the basis of bon‘y mass |ndme [BMH
showed the greatest mean weight gain and {>7% of body weig witha
low BMI {<23) compared to normal (23- 2?Jnrmme.gm:>2?}oaﬂm Therewas amean weuuhtgamoﬂ dkgfor pahems witha“low”
baseline BMi 0.0kg Impahuﬂs wrﬂla nunnal BMI, and a 1.3 kg mean weight loss for patients with a “high” BMI. ECG Changes:

WARNINGS). Inschizophrenia tnials, GEODON was assaciated witha mean

maovements may develop in patients urﬂergmnguemmuﬂmn psychotic drugs. Although th ‘TDappearslobemghes!

among the elderly, especially elderly women, itis le to rely upan prevalence estimates to predict, at th ionofantipsychotc ~ GEODONis iated withan QT interval
treatment, which patients are liketyto develop TD. Ifsngnsandsymplmmulmappemmapammunﬁiﬂnﬂm Iscont hould

be considered. Hyperglycemia and Diabefes Meflitus: H relate serious, have beenreportedin - Observed During

patients treated with atypical antipsychotics. There have b Tew reports of hypergl dlahem in patients d with GEUDON

and tis not known if GEODON is associated with ihese events. Patients treated with an atypical antipsychoti

rate of 1.4 beats per minute compared to a 0.2 beats per minute decrease amang placebo patients. Oiher Adverse Events
the Premarketing Evalualion of GEODON: Frequent adverse events are those occurring in at least 1/100 patients;
|n1'requa1t adverse events are those occurring in 1/100 ta 1/1000 patients; rare events are those occurring in fewer than 1/1000 patients.
— Frequent-abdominal pain, flu syndrome, fever, accidental fall, face edema, chills, photosensitivity

symptoms of hyperglycemia. PRECAUTIONS — l'l'mi Rash: In premarketing triafs, about 5% of GELODUN pa‘uen:sde\relupedlash

Body as a Whole-
reamun Ilank pain, hypnlhermla mcﬁor vehicle accident. Cardiovascular System— Freguent. tachycardia, ypertension, postural

andor urticaria, wvlhm- ..,....ulmmmm; The occumence of

aLnaIP:hrlahun M ﬁrg-dmﬁ\ftlpckbum]ebmmhblod: phlebits, pulmanary

sysﬂemnc:llness G% elevmedWBCs Mostnailenrsumpmued pmmplryupon trealmemwnhannhsstammesor sterundsand-'urupon

dlswﬂlnuaﬂnnul OVEr 2 0f rash for whis

cannot GEUDON..m rihostati i iated
fith dizzi '““h'"'ﬂ"'m and Syncope, espeuallydunng the nlial dose- -ttration period, probably reflecting its -

adrenergic antauunrsl properties. Syncope was reported in 0.6% of GEODON patients. GEODON should be used with particular caution in

patients with known cardiovascular disease (history of myocardial infarction or ischemic heart dlsease heart !mlure or conduction
abnormalities), cerebrovascular disease or conditions that would predispose patients to lemia, and
treatment with antihypertensive medications). Seizures: In clinical trials, seizures or.cumzd ind. 4% of GEGDUN panems ‘I‘here were
mnlnunulngmnﬁtmayhaw contributed to seizures in many of these cases. As with other anipsy GEODON st
withconditions that potentialy lowerthe seizure hreshoid, .., Alzheimer's dementia.
Conditions that lower the seizure threshald rnayhemmpmlumnammulﬁﬁyearsmulder Misonhageaj dysmotikty

embolus, cardiomegaly, cerehral infarct ular aceident, d bophlebitis, myocarditis, b Digestive
M—Fmﬂmrm \rﬂmllmg Infrequent rectal hemurlhagwy'sphagla lnnuueedm Rafa gumhemurrhage ﬁundu:e fecal
impaction, g q hematemesis, Cholgstal hepatits, ! M galy, leukoplakia of mouth,
fatty iver deposit, melena. E_mm—rm- pathy 5 myronms Hi m— Infrequent:
anemia, ecchymosis, leukocytosis, peni inophilia, ymp pathy; Rare: 1hmmhucy‘to|:|enia. hypochromic anemia,
lymphocytosis, monocylosis, basophiia, lymphed I hrombocythemi i ritignal Di — Infrequent:
thirst, transaminasa |ncrea5ed permheral eﬂema rrymrqucemla i inase increased, atkaline phosph increased,
hyperchalesterema, defy 0 inuri ia; Rare: BUN d, ~reatining increased,

i Iwnnulycemua hypunat{emua nypoprnlesnemn glucose tolerance
m:rmed gaul hype:chlnrerma hyperuricemia, hypocalcemia, mia, ketosis, respiratory alkalosis.
— Frequent: myalgia; Rare

myopathy. Nervous System — Frequent: agitation,
mrap)rramldalsyndwme tremar, dystonia, hypertonia, dyskinesia, hostility, twitching, paresthesd

and aspiration have been associated with antipsychotic drug use. A morbidity
eiderly patients, in particular those with d s dementia, and GEODON ann other antipsychotic drugs should be used
cautioushy in patients at risk for asmrlanon pneumonla (See also Bored WARNING, WARNINGS: Increased Mortality in Elderly Patients

with Dementia-Related Psychosis nswrmmherdmosmantagonmeuopammel), receptors, GEODON elevates
prnla.c‘hnlembmhum-- S08 cultL AN

|n\nTm aradurdmama p ifthe prescription ofth 05k pk (i P datected breast cancer,
Nedther¢ | pidemiologic studies conducted to date have shy iation b hroni fihis class
of drug: i s ilabrle evid lsmnsndemtoullmmtobemndmmammme Potentia for Cognitive
and Motor Impainment. ntin GEODON patients. Inthe4- am&wmp&m&cnnﬂm

trials, somnolence was regoried in 14% of GEODON patients vs 7% of placebo patients. Somnolence led 1o discontinuation in 0.3% of

patients in short-term clinical trials. Since GEODON has the potential to impair judgment, thinking, or motor skills, patients should hB
cautioned about performing activities requiring mental aleriness, such as operating a motor venicle ( Opérating
hazardous machinery unti they are reasonably certain that GEODON therapy does not affect them adversly. P rizpism; Onecase of priapism
was regarted in the premarketing database. Body Temparature Regulation: Although not reported with GEODON in premarkefing Inal&

v
i leogynccrms T!ypesthmsla ataxia, amnesia, cngwheelnumm« delmum hypoluma akmmsla_dysarmna
hetosis, diplopia, ion, neurapathy; Infrequent: paralysis;
Rare: myotlonus, nystagms, toricolls, circumoral paresthesia, opisthotanos, reflexes increased, trismus. Respiratory System—
Frequent: dyspnea; [nfraquent | pneumonia, epls!ana Hamhemnptyss larmlsmus — Infrequent maculopapular
rash, urticaria, alopecia, eczema, exfol contact rash, Special Senses —Frequent.fungal
dermatitis; infraquert.conjunctivitis, dry eyes, tinnitus, blepharitis, cataract, uhnnupmm Rare: i iedd defect, keratitis,
keratoconjunctivitis. mmg_s_m—w ntimpotence, abnormal ejaculation, ammrrhaa hemamna rnenunhagﬁ femala
lactation, polyuria, urinary retention, metrorrhagia, male sexual dysfunction, vaginal
hemorrhiage, nocturia, oliguria, female sexual dysfunction, utering hemorrhage. Adverse thlnul:lhwwd InTﬂalsnIhirmwlar
EEDDDH In these studies, the mast events i .-....H!euseofuﬁramusculaJG{DDUM:é %) and
ular GEQDON ( groups) atk i GEODON group

headal:heua“:a: nausea(iz“m] andsnmnulem:e:mm 1% in Short-Term Fixed

Trials: Th rates the treaiment that occurredin 1% of GEQDON patients (in the higher dose

disruption of the body's abiity to reduce core body temperature has b hotic agents.

groups) and at I?usl twice that of the lowest intramuscular GEODON group. —headache, injection site pain, asthenia,

ofa

suicide attempt is inharent in psychotic ness and close supenvision of high-risk pallems should aconmpw drug therapy. GEDDDN
prescriptions should be written for the smablest quantity of capsules DOI'ISIS‘IBnlwﬂh good patient management to reduce overdase risk
LUsainPatients with Concomitant liness: Clinical experience with GEODONr ertaine stemiinessesis limited.
GEQDON has not been evaluated or used toany app in patients wi | infa
disease. Patients with th luded from finical studies. Because of the risk of QT(plqunuahnnaml
orthostatic i with GEODOM, cayti d in cardac patlents (see OT Pralongation and Risk of Sudden Deathin
WARNINGS and Orthostatic Hypotension in PRECAUTIONS). information for Patients: To ensure safe and effective use of GEODON, the

il b b

, back pain. Cardigvascular— postural hypotension, hypertension, bradycardia, vasodilation. Digestive—
. Nervous —dizziness, amdety,

Ulwlﬂlﬂ

pain,
nausea, rectalhemorhage, iarrhea, vomiting, Gyspepsia, anorea, constipation, tooth disard
|nsurm|a.snmnnlence akathisia, agitation, extrap hypertania, igi
hosis, speech disorder. Respiratory — hinitis S_nmanm—fumnm swealjng U_NQEﬂ ﬂysm
IJRlIG ABUSE AND DEPENDENCE— Controlled Substance Class: GEODON is not a controlled substance. D‘h‘EIIDEIS&GE—In
premarketing trials in over 5400 patients, accidental or i of GEODON was o din 10 patients. All patients
survived Mﬂauut sequelae Inthe patient taking the largest confirmed amnun!:324l] mg), the only symploms reported were minimal
sadation sl of speech (BP200/95).
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Supported Employment
Helps Patients, Cuts Costs

upported employment is associ-
ated with significant reductions
in mental health service utiliza-
tion costs by people with seri-
ous mental illness.

The finding, reported in APA’s jour-
nal Psychiatric Services in August, builds
on a substantial literature and clinical
lore testifying to the dramatic benefits of
employment on functioning and outcome
for people with serious mental illness. But
the Psychiatric Services study is the first to
examine long-term economic benefits of
employment.

“We have known for a while that once
people become steady workers, they do
better in other areas of their lives,” coau-
thor Robert Drake, M.D., told Psychiat-
ric News. “They feel better about them-

BY MARK MORAN

selves and about their relationships, and
they may have a little more money so they
are more independent. And they control
their symptoms better and stay out of the
hospital. We have had so many patients
over the years say that work is what really
helped them recover and get out of the
mental health system and have a life of
their own.

“But nobody had looked at the long-
term economic effects of supported
employment programs,” continued Drake,
a professor of psychiatry and community
and family medicine at Dartmouth Medi-
cal School.

In the study, Drake and colleagues cal-
culated annual costs of outpatient ser-
vices and institutional stays over a 10-year
period for 187 subjects in the New Hamp-

shire Dual-Diagnosis Program. Patients
who met the following criteria were
included: long-term psychotic illness
(schizophrenia, schizoaffective disorder,
or bipolar disorder), active substance use
disorder within the past six months, and
absence of mental retardation.

These participants were heavy service
users at baseline. They were identified by
their interest in co-occurring disorder ser-
vices rather than in employment services;
however, many were exposed to supported
employment during the 10 years of follow-
up, because New Hampshire implemented
this service widely during the 1990s.

Group differences in utilization and
cost were examined over the follow-
up between two groups: a “steady-work
group” (n=51) who averaged 5,060 hours
per person over 10 years, and a “minimum-
work group” who averaged about 45 hours
per person over 10 years.

Drake and colleagues found that use
of outpatient services for the steady-work
group declined at a significantly greater
rate than for the minimum-work group,
and that the average cost for outpatient
services and institutional stays for the
minimum-work group exceeded that of the
steady-work group by $166,350 per partici-
pant over 10 years.

More People Seeking MH Care

Than Ever Before

he number of people treated and
T the total cost of their care increased

more for mental illness than for any
other chronic health condition in a recent
10-year span, according to government
figures.

The 87 percent surge in the number of
people seeking noninstitutional care for
psychiatric illness from 1996 to 2006 par-
alleled the 63 percent increase in spend-
ing on such disorders within the same
period, according to data released in July
by the Agency for Healthcare Research
and Quality (AHRQ).

The findings were based on an analy-
sis of the Household Component of the

BY RICH DALY

Medical Expenditure Panel Survey, which
identified the five most costly conditions in
1996 and 2006. Those conditions—heart
conditions, cancer, trauma-related disor-
ders, mental disorders, and asthma—were
determined by totaling and ranking the
expenses for the medical care delivered
for the diagnosis and treatment of acute
and chronic conditions.

The survey found that the number of
people who sought care for psychiatric dis-
ordersnearly doubled in the 10-year period.
In 1996, 19.3 million people incurred
expenses for mental health care, while 36.2
million soughtsuch care in 2006. The num-
ber seeking care for mental disorders was
second only to the 48.5 million

As More Seek MH Care,
More Spend Own Funds

A growing percentage of mental health costs is paid by patients out
of pocket (OOP). Private insurance continues to fund the largest—
although shrinking—portion of spending on psychiatric disorders.

ar a

1996 2006

who sought asthma care in 2006.

The growth in the number
of people receiving care for psy-
chiatric conditions is not due to
an increase in the prevalence of
mental illness but rather reflects
people’s willingness to seek care
instead of going untreated as
they did in the past, said Selby
Jacobs, M.D., a member of the
APA Council on Healthcare
Systems and Financing.

The recent AHRQ findings
are “testimony to some extent on
the [effectiveness of the] strategy

| m 00P

Private  ® Medicare ® Medicaid m Other |

of mainstreaming mental health
benefits,” Jacobs told Psychiatric

Source: Household Component of Medical Expenditure Panel Survey, AHRQ, July 2009

News.

The survey found that the largest
increase in spending for chronic and acute
health care conditions was for the category
of mental disorders. Spending related to
psychiatric diagnosis and treatment rose 63
percent, while the second-largest increase
in spending—47 percent—occurred for
trauma-related disorders.

Jacobs credited the large jump in men-
tal health spending to the combination of
a demand for care by more people with
psychiatric disorders and to the “soar-
ing costs” of psychotropic drugs in recent
years.

Other recent data also support the
finding that treatment of mental illness
has increased. A study in the August
Archives of General Psychiatry, for exam-
ple, concluded that antidepressant use
among U.S. residents nearly doubled in
a similar period, 1996 to 2005 (see page
8). The researchers, who included Eric
Caine, M.D., chair of the Department of
Psychiatry at the University of Rochester
Medical Center, reported that the num-
ber of U.S. residents prescribed antide-
pressants rose from 5.84 percent, or 13.3
million people, in 1996 to 10.12 percent,
or 27 million people, in 2005.

Spending on mental health care may
further increase after implementation of
the 2008 law that mandates parity in men-
tal health coverage in most private insur-
ance plans and another 2008 law that will
make Medicare outpatient mental health
services more affordable by phasing out
the discriminatory copay.

The AHRQ data, however, indicated
that the jump in mental health spend-
ing was not driven by the rising cost of an
individual’s treatment. In fact, the average
annual per-person spending by patients,
government programs, and private insur-
ers fell in the 10-year span, from $1,825 in
1996 to $1,591 in 2006.

please see MH Care on page 29

1] eCoNomics

Statistical controls for group differ-
ences did not make the large effects dis-
appear, Drake told Psychiatric News. “We
were shocked when we looked at the mag-
nitude of the effect,” he said.

More education, a bipolar disorder diag-
nosis (versus schizophrenia or schizoaffec-
tive disorder), work in the past year, and
lower scores on the expanded Brief Psychi-
atric Rating Scale predicted membership
in the steady-work group.

“The most parsimonious explanation
for this finding, consistent with many sto-
ries of recovery, is that clients who develop
independent vocational lives outside of the
mental health system decrease their use of
the mental health system,” the research-
ers wrote.

“There are now five long-term follow-
up studies showing that over time people
who are exposed to supported employment
work more hours and stay employed more of
the time, over time, and consider their job a
career,” Drake told Psychiatric News. “That’s
interesting by itself because it’s so differ-
ent from everything we have found in men-
tal health services, where treatment effects
invariably tend to erode over time or go
away completely. That’s not so with employ-
ment—people get better and better.”

The authors acknowledged in the study
that they could not rule out a possibil-
ity that their findings resulted from sub-
jects’ being less ill, being better motivated,
or responding better to treatments than
their counterparts. However, the authors
deemed these explanations unlikely for
several reasons. For example, statistical
controls for age, previous work, and illness
severity did not strongly affect or eliminate
the associations they found in the study.

Drake said that for policymakers and
program administrators, the study’s mes-
sage is clear—supported employment works.

“In the U.S. today, we provide sup-
ported employment for about 1 percent
of people with serious mental illness, and
that’s because there is no simple way to
pay for this service,” he said. “Programs
are just struggling to survive financially
so they are going to go on providing ser-
vices paid for by Medicaid that we know
are ineffective. Everyone believes we will
have this gap between needs and services
until we have an obvious and simple pay-
ment mechanism.”

Drake added that there is also a posi-
tive message for the practicing clinician.
“When we do long-term follow-up with
people who have done well and become
steady workers, one of the things that sur-
prised usis that many people say they went
back to work because their psychiatrist
told them they could.”

And changing medications or lowering
doses to reduce side effects that can inter-
tere with working has also turned out to be
important, he said.

He noted that in the past the con-
ventional wisdom was that people with
psychotic illness couldn’t work because
employment would be too stressful.

“It turns out that it’s unemployment
that is stressful,” Drake said.

“The Long-Term Impact of Em-
ployment on Mental Health Service
Use and Costs for Persons With Severe
Mental Illness” is posted at <http://
ps.psychiatryonline.org/cgi/content/
full/60/8/1024>. B
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capitol comments

Congress Readies for Fall Action
On Health Care Reform

verhauling America’s health care
0 system has become a leading prior-
ity of Congress this year to realize
President Obama’s pledge to cover mil-
lions of uninsured people while address-
ing rising health care costs. Since before
Obama’s inauguration, APA members
and Department of Government Rela-
tions (DGR) staff have been working to
ensure that this effort includes meaningful
mental health care reform. Building on the
advances of 2008 Medicare and commer-
cial insurance parity laws, APA is fighting
for timely access to appropriate psychiat-
ric care for all Americans without payment
and medical management discrimination.
In Congress, five committees hold
jurisdiction over health reform legisla-
tion. Three are in the House of Represen-
tatives: Energy and Commerce, Ways and
Means, and Education and Labor. They
have developed a “Tri-Committee” bill
introduced in July as America’s Afford-
able Health Choices Act. Throughout
July, each committee conducted a line-
by-line review and amendment process
called “marking up” the legislation. Three
amended versions of the bill passed out of
committee and will be combined into one
final version of the Tri-Committee bill for
a vote on the House floor this month.
The two Senate committees are the
Health, Education, Labor, and Pensions
(HELP) and Finance. The committees
plan to mark up separate bills and merge
them into one prior to consideration by the
full Senate. On July 15 HELP approved its
bill, the Affordable Health Choices Act,
after a 13-day markup, one of the longest
in the committee’s history; more than
400 amendments were considered. The
committee is now waiting for Finance to
finish work on its bill. Sen. Max Baucus
(D-Mont.), chair of the Finance Commit-
tee, set a tentative deadline of September
15 for having a bill ready for markup.

The Congressional Balancing Act

Achieving comprehensive health reform
means finding a balance between compet-
ing ideological views in Congress. Even
within the Democratic Party, members
must work to find a compromise agreeable
to both poles of the party. These competing
interests can cause lockdown at any point,
as seen in the House Energy and Com-
merce Committee; markup was stalled for
weeks as conservative Blue Dog Demo-
crats on the committee worked with Chair
Henry Waxman (D-Calif)) to adjust provi-
sions of the bill, only to be sidelined by the
committee’s more liberal Democrats.

The Senate Finance Committee is
balancing competing interests in try-
ing to produce a bipartisan proposal. A
core group of six committee members—
three Democrats and three Republi-
cans—emerged as the lead negotiators for
achieving compromise legislation. How-
ever, since Finance remains the only com-

Robert Cabaj, M.D., is chair of APA's Council
on Advocacy and Government Relations.
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mittee not to mark up legislation, some
Democrats are pressuring Baucus to move
forward in a partisan manner if the group
fails to produce a bill by September 15.
Challenges may also exist in reconciling
the two Senate bills.

In health reform, the “balancing act” is
particularly difficult when the principles
of the debate are diametrically opposed by
liberal and conservative members of Con-
gress. Some of these principles include the
presence of a public-plan option, increased
regulation of the insurance market, and
mandates, including mandated coverage
and benefit mandates.

House Bill Highlights

Here’s a summary of the House bill,
America’s Affordable Health Choices Act
(HR 3200):

¢ Establishes a National Health Insurance
Exchange so thatindividuals can be pooled
together. The smallest employers would
be allowed to participate in the exchange
first; later larger employers would be eli-
gible to join.

* Requires a basic benefit package for
all qualified health benefit plans in the
exchange. Mental health and substance-
use disorder treatment is included in the
basic benefit package, and the coverage
requirement would be extended to all
health insurance plans within five years.

¢ Includesa public option in the exchange.
The original bill stated that Medicare-par-
ticipating physicians would be enrolled
as participating providers in the pub-
lic option unless they opt out; the bill as
amended by Energy and Commerce adds
language that physicians can opt in or out
of the public option without penalty.

* Mandates that employers must offer
health insurance and thatindividuals must
obtain a qualified health plan or face tax
penalties.

® Rebases the Medicare sustainable
growth rate (SGR) at 2009 levels, perma-
nently avoiding the disastrous physician
payment cut that would have been upward
of 20 percent in 2010.

* Establishes two new spending targets:
(1) primary and preventive care including
evaluation and management services that
can grow at 2 percent of GDP and (2) all
other medical services, allowed to grow at
1 percent of GDP. The bill adds a five-year
rolling target, with any debt accumulation
falling away the sixth year.

¢ Includes bold steps to eliminate gaps in

coverage:
o Preserves advances in the Paul Well-
stone and Pete Domenici Mental Health
Parity and Addiction Equity Act of 2008
for the coverage of treatment for men-
tal health and substance abuse disorders.
o Blocks insurance discrimination

As summer wore on, emotions ran high at the town-hall meetings held across the country on

health care reform. This photo was taken last month in Portsmouth, N.H.

based on health status and preexisting
conditions.

o Extends the Medicare physician
fee schedule mental health add-on as
enacted in 2008.

o Phases out the Part D “donut hole”
for Medicare prescription drug cov-
erage and allows midyear changes if
enrollees are adversely impacted by for-
mulary changes.

o Addresses racial and ethnic dispar-
ities in health care through cultural
competency provisions.

o Extends Medicaid eligibility to 133
percent of the federal poverty level,
with federally funded affordability
credits for low-income Americans to
purchase health insurance.

Senate HELP Bill Highlights
Here’s a summary of the HELP bill,
the Affordable Health Choices Act:

¢ Extends mental health parity to all plans
in the Gateway (which would be similar to
the “Exchange” in the House bill), as advo-
cated by APA, but exempts small businesses.

* Requires the essential health care bene-
fit design in the Gateway to include mental
health and substance use disorder services.

* Prohibits discrimination based on a pre-
existing condition or medical status.

¢ Keeps dependents on parents’ policies
until age 26.

* Provides $50 million in community-
based mental and behavioral health grants.

* Includes the CLASS Act—a voluntary
program to help disabled Americans pur-
chase community living assistance services.

¢ Includes means for future expansion of
the National Health Service Corps.

¢ Includes mental and behavioral educa-
tion and training grants for child and ado-
lescent psychiatry, among others.

* Encourages employer-sponsored well-
ness programs to reward employees for
positive health behaviors.

Senate Finance Committee Update

As this issue went to press, the Sen-
ate Finance Committee had not released
a bill and has been tight-lipped on details.
Baucus is embroiled in a working group of
Democrat and Republican Finance mem-
bersin an effort to crafta bipartisan bill. It
is expected that they will unveil their bill
and proceed to markup late this month.
Then the HELP and Finance bills must
be combined for a floor vote.

Stay Tuned. . .

The heat has been turned up by the
masses while Congress was back home
for recess, and there are still several mov-
ing targets; even the president’s priority
“public option” is reportedly at risk. When
Congress reconvenes this month, work is
expected to progress quickly to finalize
the bills in the House and Senate for floor
votes, and if passed, to combine the two
versions into a workable compromise for
the president’s signature.

APA leadership and Department of
Government Relations staff continue to
monitor health reform legislation and
advance congressional proposals that ben-
efit APA members and their patients. By
joining forces with like-minded groups,
including the AMA, the Mental Health
Liaison Group, and an ad-hoc coalition
of medical specialty political action com-
mittees, APA expands its impact on health
care decisions in Congress.

More information on the House and
Senate proposals and APA’s letters to
Congress about them are posted at <www.
psych.org/dgr>. B

Proposals Invited

liot Sorel, M.D., invites colleagues

from throughout the world to submit
symposia, workshops, and poster presen-
tation proposals as soon as possible for the
XX World Congress of Social Psychiatry.
Sorel and Tsutomu Sakuta, M.D., Ph.D.,
are chairing the Scientific Committee of
the congress, whose theme is “Promot-
ing the Integration of Health and Mental
Health.” More details are posted at <www.
wasp2010.com>. W

Credit: AP Photo/Joel Page



Treat core symptoms'”

of Major Depressive Disorder (MDD) &
Generalized Anxiety Disorder (GAD)

/(
Lexapro (escitalopram oxalate] is indicated for the acute and
maintenance treatment of major depressive disorder (MDD) in adults exapro

and adolescents aged 12-17 years. Lexapro is also indicated for the !
acute treatment of generalized anxiety disorder (GAD]) in adults. GSC|ta|Opram Oxa|ate ®

WARNING: SUICIDALITY AND ANTIDEPRESSANT DRUGS

Antidepressants increased the risk compared to placebo of suicidal thinking and behavior (suicidality) in children,
adolescents, and young adults in short-term studies of major depressive disorder (MDD) and other psychiatric
disorders. Anyone considering the use of Lexapro or any other antidepressant in a child, adolescent or young
adult must balance this risk with the clinical need. Short-term studies did not show an increase in the risk of
suicidality with antidepressants compared to placebo in adults beyond age 24; there was a reduction in risk with
antidepressants compared to placebo in adults aged 65 and older. Depression and certain other psychiatric
disorders are themselves associated with increases in the risk of suicide. Patients of all ages who are started on
antidepressant therapy should be monitored appropriately and observed closely for clinical worsening, suicidality,
or unusual changes in behavior. Families and caregivers should be advised of the need for close observation and
communication with the prescriber. Lexapro is not approved for use in pediatric patients less than 12 years of age.

Please see additional Important Safety Information on following pages.
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“ See the effect of LEXAPRO

, Proven efficacy
in MDD and GAD

In adults.’3
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* Significantly higher rates of response and remission vs placebo in adults?*

* Significantly improved quality-of-Llife (QOL) scores vs placebo in adults’?

Lexapro (escitalopram oxalate] is indicated for the acute and maintenance treatment of major depressive disorder (MDD)
in adults and adolescents aged 12-17 years. Lexapro is also indicated for the acute treatment of generalized anxiety
disorder (GAD] in adults.

IMPORTANT SAFETY INFORMATION (continued)
Contraindications
e | exapro is contraindicated in patients taking monoamine

Warnings and Precautions

e All patients treated with antidepressants should be
monitored appropriately and observed closely for clinical

oxidase inhibitors (MAQIs). There have been reports of
serious, sometimes fatal, reactions with some cases
resembling neuroleptic malignant syndrome (NMS) and
serotonin syndrome. Features may include hyperthermia,
rigidity, myoclonus, autonomic instability with possible
rapid fluctuations of vital signs, and mental status changes
that include extreme agitation progressing to delirium
and coma. These reactions have also been reported in
patients who have recently discontinued SSRI treatment
and have been started on an MAOI. Serotonin syndrome
was reported for two patients who were concomitantly
receiving linezolid, an antibiotic which has MAOI activity.
Lexapro should not be used in combination with an MAOI
or within 14 days of discontinuing an MAQOI. MAQIs should
not be initiated within 14 days of discontinuing Lexapro.

e | exapro is contraindicated in patients taking pimozide or
with hypersensitivity to escitalopram or citalopram.

worsening, suicidality and unusual changes in behavior,
especially within the first few months of treatment
or when changing the dose. Consideration should be
given to changing the therapeutic regimen, including
discontinuing medication, in patients whose depression
Is persistently worse, who are experiencing emergent
suicidality or symptoms that might be precursors to
worsening depression or suicidality, especially if these
symptoms are severe, abrupt in onset, or were not part
of the patient’s presenting symptoms. Families and
caregivers of patients treated with antidepressants
should be alerted about the need to monitor patients
daily for the emergence of agitation, irritability, unusual
changes in behavior, or the emergence of suicidality,
and report such symptoms immediately. Prescriptions
for Lexapro should be written for the smallest quantity
of tablets, consistent with good patient management, in
order to reduce the risk of overdose.




e Prescribed to over 18 million US patients®

e Widely available on health plan formularies without restrictions®

* Amajordepressive episode maybe theinitial presentation
of bipolar disorder. In patients at risk for bipolar disorder,
treating such an episode with an antidepressant alone
may increase the likelihood of precipitating a mixed/
manic episode. Prior to initiating treatment with an
antidepressant, patients should be adequately screened
to determine if they are at risk for bipolar disorder.
Lexapro should be used cautiously in patients with a
history of mania or seizure disorder. Lexapro is not
approved for use in treating bipolar depression.

* The concomitant use of Lexapro with other SSRIs, SNRIs,
triptans, tryptophan, antipsychotics or other dopamine
antagonists is not recommended due to potential
development of life-threatening serotonin syndrome or
neuroleptic malignant syndrome (NMS]-like reactions.
Reactions have been reported with SNRIs and SSRIs
alone, including Lexapro, but particularly with drugs
that impair metabolism of serotonin (including MAQIs).
Management of these events should include immediate
discontinuation of Lexapro and the concomitant agent
and continued monitoring.

e Patients should be monitored for adverse reactions when
discontinuing treatment with Lexapro. During marketing
of Lexapro and other SSRIs and SNRIs, there have
been spontaneous reports of adverse events occurring
upon discontinuation, including dysphoric mood,
irritability, agitation, dizziness, sensory disturbances
(e.g., paresthesias), anxiety, confusion, headache,
lethargy, emotional lability, insomnia and hypomania.
A gradual dose reduction rather than abrupt cessation is
recommended whenever possible.

Please see additional Important Safety Information
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Visit the LEXAPRO website at www.lexapro.com




LEXAPRO: Proven efficacy
in MDD and GAD in adults’®

Warnings and Precautions (continued)

* SSRIs and SNRIs have been associated with clinically
significant hyponatremia. Elderly patients and patients taking
diuretics or who are otherwise volume-depleted appear to
be at a greater risk. Discontinuation of Lexapro should be
considered in patients with symptomatic hyponatremia
and appropriate medical intervention should be instituted.

SSRIs (including Lexapro) and SNRIs may increase
the risk of bleeding. Patients should be cautioned that
concomitant use of aspirin, NSAIDs, warfarin or other
anticoagulants may add to the risk.

Patients should be cautioned about operating hazardous
machinery, including automobiles, until they are
reasonably certain that Lexapro does not affect their
ability to engage in such activities.

e | exapro should be used with caution in patients with
severe renal impairment or with diseases or conditions
that alter metabolism or hemodynamic responses. In
subjects with hepatic impairment, clearance of racemic
citalopram was decreased and plasma concentrations
were increased. The recommended dose of Lexapro in
hepatically impaired patients is 10 mg/day.

e For pregnant or nursing mothers, Lexapro should be
used only if the potential benefit justifies the potential
risk to the fetus or child.

~

Adverse Reactions

e [n clinical trials of MDD, the most common adverse
reactions in adults treated with Lexapro (approximately
9% or greater and at least twice the incidence of
placebo) were nausea (15% vs 7%), insomnia (9% vs
4%), ejaculation disorder (9% vs <1%), fatigue (5% vs
2%), somnolence (6% vs 2%), and increased sweating
(5% vs 2%). In pediatric patients, the overall profile of
adverse reactions was similar to that seen in adults;
however, the following additional adverse reactions were
reported at an incidence of at least 2% for Lexapro and
greater than placebo: back pain, urinary tract infection,
vomiting, and nasal congestion.

e n clinical trials of GAD, the most common adverse
reactions in adults treated with Lexapro (approximately
5% or greater and at least twice the incidence of placebo)
were nausea (18% vs 8%), ejaculation disorder (14% vs
2%]), insomnia (12% vs 6%), fatigue (8% vs 2%), decreased
libido (7% vs 2%) and anorgasmia (6% vs <1%).

Please see accompanying brief summary of prescribing
information for LEXAPRO, including Boxed Warning.

References: 1. Burke WJ, Gergel |, Bose A. Fixed-dose trial of the single isomer SSRI
escitalopram in depressed outpatients. J Clin Psychiatry. 2002;63:331-336. 2. Davidson JRT,
Bose A, Korotzer A, Zheng H. Escitalopram in the treatment of generalized anxiety disorder:
double-blind, placebo controlled, flexible-dose study. Depress Anxiety. 2004;19:234-240.
3. LEXAPRO [package insert]. St. Louis, Mo: Forest Pharmaceuticals, Inc.; 2009. 4. Wade A,
Lemming OM, Hedegaard KB. Escitalopram 10 mg/day is effective and well tolerated in a
placebo-controlled studyindepressionin primary care. Int Clin Psychopharmacol. 2002;17:95-102.
5. SDI, April 2008. Depression and Anxiety Treatment Market Overview. Based on longitudinal
analysis of US electronic retail pharmacy claims submitted for third-party reimbursement.
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LEXAPRO® (escitalopram oxalate) TABLETS/ORAL SOLUTION Rx Only TABLE 1 tonin precursors (such as tryptophan) is not recommended. Treatment with Lexapro and any concomitant
Brief Summary: For details, please see full Prescribing Information for Lexapro. Age Range Drug-Placebo Difference in Number of Cases serotonergic or antidopaminergic agents, including antipsychotics, should be discontinued immediately if the

WARNINGS: SUICIDALITY AND ANTIDEPRESSANT DRUGS
the risk to placebo of suicidal thinking and behavior (suicidality) in
children, adolescents, and young adults in short-term studies of major depressive disorder (MDD) and

of Suicidality per 1000 Patients Treated

Increases Compared to Placebo

<18 14 additional cases

other psychiatric disorders. Anyone considering the use of Lexapro or any other antidep! ina
child, adolescent, oryoung adult must balance this risk with the clinical need. Short-term studies did not
show an increase in the risk of suicidality with antidepressants compared to placebn in adults beyond
age 24; there was a reduction in risk with antmepressanls nnmpareﬂ to planeha in adults aued 65 and
older. Depression and certain other psychiatric with i in

18-24 5 additional cases
Decreases Compared to Placebo
25-64 1 fewer case

=65 6 fewer cases

above events occur and supportive symptomatic treatment should be initiated. Discontinuation of Treatment
with Lexapro-During marketing of Lexapro and other SSRIs and SNRIs (serotonin and norepinephrine reup-
take inhibitors), there have been spontaneous reports of adverse events occurring upon discontinuation of
these drugs, particularly when abrupt, including the following: dysphoric mood, irritability, agitation, dizzi-
ness, sensory disturbances (e.g., paresthesias such as electric shock sensations), anxiety, confusion,
headache, lethargy, emotional lability, insomnia, and hypomania. While these events are generally self-limit-
ing, there have been reports of serious discontinuation symptoms. Patients should be monitored for these
symptoms when discontinuing treatment with Lexapro. A gradual reduction in the dose rather than abrupt

the risk of suicide. Patients of all ages who are started on anlldepressant therapy should be monitored
appropriately and observed closely for clinical worsening, suicidality, or unusual changes in behavior.
Families and caregivers should be advised of the need for close observation and communication with the
iber. Lexapro is not app for use in pediatric patients less than 12 years of age. [See Warnings

and Precautions: Clinical Worsening and Suicide Risk, Patient C lii for
Patients, and Used in Specific Populations: Pediatric Use].
INDICATIONS AND USAGE: Major Depressive Disorder-Lexapro (escitalopram) is indicated for the acute
and maintenance treatment of major depressive disorder in adults and in adolescents 12 to 17 years of age
[see Clinical tudies]. A major depressive episode (DSM-1V) implies a prominent and relatively persistent
(nearly every day for at least 2 weeks) depressed or dysphoric mood that usually interferes with daily func-
tioning, and includes at least five of the following nine symptoms: depressed mood, loss of interest in usual
activities, significant change in weight and/or appetite, insomnia or hypersomnia, psychomotor agitation or
retardation, increased fatigue, feelings of guilt or worthlessness, slowed thinking or impaired concentration,
a suicide attempt or suicidal ideation. Generalized Anxiety Disorder-Lexapro is indicated for the acute treat-
ment of Generalized Anxiety Disorder (GAD) in adults [see Clinical Studies]. Generalized Anxiety Disorder
(DSM-1V) is characterized by excessive anxiety and worry (apprehensive expectation) that is persistent for
at least 6 months and which the person finds difficult to control. It must be associated with at least 3 of
the following symptoms: restlessness or feeling keyed up or on edge, being easily fatigued, difficulty
concentrating or mind going blank, irritability, muscle tension, and sleep disturbance.
CONTRAINDICATIONS: Monoamine oxidase inhibitors (MAOIs)-Concomitant use in patients taking
monoamine oxidase inhibitors (MAOIs) is contraindicated [see Warnings and Precautions]. Pimozide-
Concomitant use in patients taking pimozide is contraindicated [see Drug Interactions]. Hypersensitivity to
escitalopram or citalopram-Lexapro is contraindicated in patients with a hypersensitivity to escitalopram or
citalopram or any of the inactive ingredients in Lexapro.

WARNINGS AND PRECAUTIONS: Clinical Worsening and Suicide Risk-Patients with major depressive dis-
order (MDD), both adult and pediatric, may experience worsening of their depression and/or the emergence
of suicidal ideation and behavior (suicidality) or unusual changes in behavior, whether or not they are taking
antidepressant medications, and this risk may persist until significant remission occurs. Suicide is a known
risk of depression and certain other psychiatric disorders, and these disorders themselves are the strongest
predictors of suicide. There has been a long-standing concern, however, that antidepressants may have a role
in inducing worsening of depression and the emergence of suicidality in certain patients during the early
phases of treatment. Pooled analyses of short-term placebo-controlled trials of antidepressant drugs (SSRIs
and others) showed that these drugs increase the risk of suicidal thinking and behavior (suicidality) in
children, adolescents, and young adults (ages 18-24) with major depressive disorder (MDD) and other
psychiatric disorders. Short-term studies did not show an increase in the risk of suicidality with antidepres-
sants compared to placebo in adults beyond age 24; there was a reduction with antidepressants compared
to placebo in adults aged 65 and older. The pooled analyses of placebo-controlled trials in children and
adolescents with MDD, obsessive compulsive disorder (OCD), or other psychiatric disorders included a total
of 24 short-term trials of 9 antidepressant drugs in over 4400 patients. The pooled analyses of placebo-
controlled trials in adults with MDD or other psychiatric disorders included a total of 295 short-term trials
(median duration of 2 months) of 11 antidepressant drugs in over 77,000 patients. There was considerable
variation in risk of suicidality among drugs, but a tendency toward an increase in the younger patients for
almost all drugs studied. There were differences in absolute risk of suicidality across the different indications,
with the highest incidence in MDD. The risk differences (drug vs. placebo), however, were relatively stable
within age strata and across indications. These risk differences (drug-placebo difference in the number of
cases of suicidality per 1000 patients treated) are provided in Table 1.
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No suicides occurred in any of the pediatric trials. There were suicides in the adult trials, but the
number was not sufficient to reach any conclusion about drug effect on suicide. It is unknown whether the

cessation is recc ded whenever possible. If intolerable symptoms occur following a decrease in the
dose or upon discontinuation of treatment, then resuming the previously prescribed dose may be consid-

ered. Subsequently the physician may continue decreasing the dose but at a more gradual rate [see Dosage

suicidality risk extends to longer-term use, i.e., beyond several months. However, there is sub | evi-
dence from placebo-controlled maintenance trials in adults with depression that the use of antidepressants
can delay the recurrence of depression. All patients being treated with antidepressants for any indication
should be monitored appropriately and observed closely for clinical worsening, suicidality, and unusual
changes in behavior, especially during the initial few months of a course of drug therapy, or at times of dose
changes, either increases or decreases. The following symptoms, anxiety, agitation, panic attacks, insomnia,
irritability, hostility, aggressiveness, impulsivity, akathisia (psychomotor restlessness), hypomania, and
mania, have been reported in adult and pediatric patients being treated with antidepressants for major
depressive disorder as well as for other indications, both psychiatric and nonpsychiatric. Although a causal
link between the emergence of such symptoms and either the worsening of depression and/or the emergence
of suicidal impulses has not been established, there is concern that such symptoms may represent precur-
sors to emerging suicidality. Consideration should be given to changing the therapeutic regimen, including
possibly discontinuing the medication, in patients whose depression is persistently worse, or who are expe-
riencing emergent suicidality or symptoms that might be precursors to worsening depression or suicidality,
especially if these symptoms are severe, abrupt in onset, or were not part of the patient’s presenting symp-
toms. If the decision has been made to discontinue treatment, medication should be tapered, as rapidly as is
feasible, but with recognition that abrupt discontinuation can be associated with certain symptoms [see
Dosage and Administration]. Families and caregivers of patients being treated with antidepressants for major
depressive disorder or other indications, both psychiatric and nonpsychiatric, should be alerted about the
need to monitor patients for the emergence of agitation, irritability, unusual changes in behavior, and the
other symptoms described above, as well as the emergence of suicidality, and to report such symptoms
immediately to health care providers. Such monitoring should include daily observation by families and
caregivers [see also Patient Counseling Information]. Prescriptions for Lexapro should be written for the
smallest quantity of tablets consistent with good patient management, in order to reduce the risk of over-
dose. Screening Patients for Bipolar Disorder-A major depressive episode may be the initial presentation of
bipolar disorder. It is generally believed (though not established in controlled trials) that treating such an
episode with an antidepressant alone may increase the likelihood of precipitation of a mixed/manic episode
in patients at risk for bipolar disorder. Whether any of the symptoms described above represent such a
conversion is unknown. However, prior to initiating treatment with an antidepressant, patients with depres-
sive symptoms should be adequately screened to determine if they are at risk for bipolar disorder; such
screening should include a detailed psychiatric history, including a family history of suicide, bipolar disorder,
and depressmn It should be noted that Lexapro is not approved for use in treating bipolar depression.
or ptic M: Syndrome (NMS)-like Reactions-The development of
a potentially Jife- -threatening serotonin syndrome or Neuroleptic Malignant Syndrome (NMS)-like reactions
have been reported with SNRIs and SSRIs alone, including Lexapro treatment, but particularly with concomi-
tant use of serotonergic drugs (including triptans) with drugs which impair metabolism of serotonin
(including MAQIs), or with antipsychotics or other dopamine antagonists. Serotonin syndrome symptoms
may include mental status changes (e.g., agitation, hallucinations, coma), autonomic instability (e.g., tachy-
cardia, labile blood pressure, hyperthermia), neuromuscular aberrations (e.qg., hyperreflexia, incoordination)
and/or gastrointestinal symptoms (e.g., nausea, vomiting, diarrhea). Serotonin syndrome, in its most severe
form can resemble neuroleptic malignant syndrome, which includes hyperthermia, muscle rigidity, autonomic
instability with possible rapid fluctuation of vital signs, and mental status changes. Patients should be moni-
tored for the emergence of serotonin syndrome or NMS-like signs and symptoms. The concomitant use of
Lexapro with MAQIs intended to treat depression is contraindicated. If concomitant treatment of Lexapro with
a 5-hydroxytryptamine receptor agonist (triptan) is clinically warranted, careful observation of the patient is
advised, particularly during treatment initiation and dose increases. The concomitant use of Lexapro with sero-

and A . Seizures-Although anticonvulsant effects of racemic citalopram have been observed in
animal studies, Lexapro has not been systematically evaluated in patients with a seizure disorder. These
patients were excluded from clinical studies during the product’s premarketing testing. In clinical trials of
Lexapro, cases of convulsion have been reported in association with Lexapro treatment. Like other drugs
effective in the treatment of ma]or depresswe dlsorder Lexapro should be introduced with care in patients
with a history of seizure disorder. Acti of M In placebo-controlled trials of Lexapro in
major depressive disorder, activation of manla/hypomama was reported in one (0.1%) of 715 patients treat-
ed with Lexapro and in none of the 592 patients treated with placebo. One additional case of hypomania has
been reported in association with Lexapro treatment. Activation of mania/hypomania has also been reported
in a small proportion of patients with major affective disorders treated with racemic citalopram and other
marketed drugs effective in the treatment of major depressive disorder. As with all drugs effective in the treat-
ment of major depressive disorder, Lexapro should be used cautiously in patients with a history of mania.
Hyponatremia-Hyponatremia may occur as a result of treatment with SSRIs and SNRIs, including Lexapro.
In many cases, this hyponatremia appears to be the result of the syndrome of inappropriate antidiuretic hor-
mone secretion (SIADH), and was reversible when Lexapro was discontinued. Cases with serum sodium
lower than 110 mmol/L have been reported. Elderly patients may be at greater risk of developing hypona-
tremia with SSRIs and SNRiIs. Also, patients taking diuretics or who are otherwise volume depleted may be
at greater risk [see Geriatric Use]. Discontinuation of Lexapro should be considered in patients with symp-
tomatic hyponatremia and appropriate medical intervention should be instituted. Signs and symptoms of
hyponatremia include headache, difficulty concentrating, memory impairment, confusion, weakness, and
unsteadiness, which may lead to falls. Signs and symptoms associated with more severe and/or acute cases
have included hallucination, syncope, seizure, coma, respiratory arrest, and death. Abnormal Bleeding-
SSRIs and SNRIs, including Lexapro, may increase the risk of bleeding events. Concomitant use of aspirin,
nonsteroidal anti-inflammatory drugs, warfarin, and other anticoagulants may add to the risk. Case reports
and epidemiological studies (case-control and cohort design) have demonstrated an association between use
of drugs that interfere with serotonin reuptake and the occurrence of gastrointestinal bleeding. Bleeding
events related to SSRIs and SNRIs use have ranged from ecchymoses, hematomas, epistaxis, and petechi-
ae to life-threatening hemorrhages. Patients should be cautioned about the risk of bleeding associated with
the concomitant use of Lexapro and NSAIDs, aspirin, or other drugs that affect coagulation. Interference
with Cognitive and Motor Performance-In a study in normal volunteers, Lexapro 10 mg/day did not produce
impairment of intellectual function or psychomotor performance. Because any psychoactive drug may impair
judgment, thinking, or motor skills, however, patients should be cautioned about operating hazardous
machinery, including automobiles, until they are reasonably certain that Lexapro therapy does not affect their
ability to engage in such activities. Use in Patients with Concomitant Iliness-Clinical experience with
Lexapro in patients with certain concomitant systemic illnesses is limited. Caution is advisable in using
Lexapro in patients with diseases or conditions that produce altered metabolism or hemodynamic respons-
es. Lexapro has not been systematically evaluated in patients with a recent history of myocardial infarction
or unstable heart disease. Patients with these diagnoses were generally excluded from clinical studies dur-
ing the product’s premarketing testing. In subjects with hepatic impairment, clearance of racemic citalopram
was decreased and plasma concentrations were increased. The recommended dose of Lexapro in hepatical-
ly impaired patients is 10 mg/day [see Dosage and A jon). Because escitalopram is extensively
metabolized, excretion of unchanged drug in urine is a minor route of elimination. Until adequate numbers
of patients with severe renal impairment have been evaluated during chronic treatment with Lexapro, how-
ever, it should be used with caution in such pauents [see Dosage and Administration). Potential for

ine Oxidase Inhi In patients receiving serotonin reuptake inhibitor drugs in
combination with a monoamine oxidase inhibitor (MAOI), there have been reports of serious, sometimes




fatal, reactions including hyperthermia, rigidity, myoclonus, autonomic instability with possible rapid fluctu-
ations of vital signs, and mental status changes that include extreme agitation progressing to delirium and
coma. These reactions have also been reported in patients who have recently discontinued SSRI treatment
and have been started on an MAOI. Some cases presented with features resembling neuroleptic malignant
syndrome. Furthermore, limited animal data on the effects of combined use of SSRIs and MAOIs suggest
that these drugs may act synergistically to elevate blood pressure and evoke behavioral excitation. Therefore,
it is recommended that Lexapro should not be used in combination with an MAOI, or within 14 days of dis-
continuing treatment with an MAOI. Similarly, at least 14 days should be allowed after stopping Lexapro
before starting an MAOI. Serotonin syndrome has been reported in two patients who were concomitantly
receiving linezolid, an antibiotic which is a reversible non-selective MAOI.

ADVERSE REACTIONS: Clinical Trials Experience-Because clinical studies are conducted under widely vary-
ing conditions, adverse reaction rates observed in the clinical studies of a drug cannot be directly compared
to rates in the clinical studies of another drug and may not reflect the rates observed in practice. Clinical
Trial Data Sources; Pediatrics (6 -17 years)-Adverse events were collected in 576 pediatric patients (286
Lexapro, 290 placebo) with major depressive disorder in double-blind placebo-controlled studies. Safety and
effectiveness of Lexapro in pediatric patients less than 12 years of age has not been established. Adults-
Adverse events information for Lexapro was collected from 715 patients with major depressive disorder who
were exposed to escitalopram and from 592 patients who were exposed to placebo in double-blind, placebo-
controlled trials. An additional 284 patients with major depressive disorder were newly exposed to escitalo-
pram in open-label trials. The adverse event information for Lexapro in patients with GAD was collected from
429 patients exposed to escitalopram and from 427 patients exposed to placebo in double-blind, placebo-
controlled trials. Adverse events during exposure were obtained primarily by general inquiry and recorded by
clinical investigators using terminology of their own choosing. Consequently, it is not possible to provide a
meaningful estimate of the proportion of individuals experiencing adverse events without first grouping
similar types of events into a smaller number of standardized event categories. In the tables and tabulations
that follow, standard World Health Organization (WHO) terminology has been used to classify reported
adverse events. The stated frequencies of adverse reactions represent the proportion of individuals who
experienced, at least once, a treatment-emergent adverse event of the type listed. An event was considered
treatment-emergent if it occurred for the first time or worsened while receiving therapy followmg baseline
evaluation. Adverse Events i with L of Major ive Disorder;
Pediatrics (6 -17 years)-Adverse events were associated with discontinuation of 3.5% of 286 patients receiv-
ing Lexapro and 1% of 290 patients receiving placebo. The most common adverse event (incidence at least
1% for Lexapro and greater than placebo) associated with discontinuation was insomnia (1% Lexapro, 0%
placebo). Adults-Among the 715 depressed patients who received Lexapro in placebo-controlled trials, 6%
discontinued treatment due to an adverse event, as compared to 2% of 592 patients receiving placebo. In
two fixed-dose studies, the rate of discontinuation for adverse events in patients receiving 10 mg/day
Lexapro was not significantly different from the rate of discontinuation for adverse events in patients receiv-
ing placebo. The rate of discontinuation for adverse events in patients assigned to a fixed dose of 20 mg/day
Lexapro was 10%, which was significantly different from the rate of discontinuation for adverse events in

Dose Dependency of Adverse Reactions-The potential dose dependency of common adverse reactions
(defined as an incidence rate of =5% in either the 10 mg or 20 mg Lexapro groups) was examined on the
basis of the combined incidence of adverse events in two fixed-dose trials. The overall incidence rates of
adverse events in 10 mg Lexapro-treated patients (66%) was similar to that of the placebo-treated patients
(61%), while the incidence rate in 20 mg/day Lexapro-treated patients was greater (86%). Table 4 shows
common adverse reactions that occurred in the 20 mg/day Lexapro group with an incidence that was approx-
imately twice that of the 10 mg/day Lexapro group and approximately twice that of the placebo group.

theophylline. The effect of theophylline on the pharmacokinetics of citalopram was not evaluated. Warfarin-
Administration of 40 mg/day racemic citalopram for 21 days did not affect the pharmacokinetics of warfarin,
a CYP3A4 substrate. Prothrombin time was increased by 5%, the clinical significance of which is unknown.
Carbamazepine-Combined administration of racemic citalopram (40 mg/day for 14 days) and carba-
mazepine (titrated to 400 mg/day for 35 days) did not significantly affect the pharmacokinetics of
carbamazepine, a CYP3A4 substrate. Although trough citalopram plasma levels were unaffected, given the
enzyme-inducing properties of carbamazepine, the possibility that carbamazepine might increase the
clearance of escitalopram should be considered if the two drugs are coadministered. Triazolam-Combined

ation of racemic citalopram (titrated to 40 mg/day for 28 days) and the CYP3A4 substrate

triazolam (single dose of 0.25 mg) did not significantly affect the pharmacokinetics of either citalopram or
triazolam. Ketoconazole-Combined administration of racemic citalopram (40 mg) and ketoconazole
(200 mg), a potent CYP3A4 inhibitor, decreased the Cy,, and AUC of ketoconazole by 21% and 10%,
respectively, and did not significantly affect the pharmacokinetics of citalopram. Ritonavir-Combined admin-
istration of a single dose of ritonavir (600 mg), both a CYP3A4 substrate and a potent inhibitor of CYP3A4,

and esci am (20 mg) did not affect the pharmacokinetics of either ritonavir or escitalopram. CYP3A4
and -2C19 Inhibitors-/n vitro studies indicated that CYP3A4 and -2C19 are the primary enzymes involved in
the metabolism of escitalopram. However, coadministration of escitalopram (20 mg) and ritonavir (600 mg),
a potent inhibitor of CYP3A4, did not significantly affect the pharmacokinetics of escitalopram. Because esc-
italopram is metabolized by multiple enzyme systems, inhibition of a single enzyme may not appreciably
decrease escitalopram clearance. Drugs Metabolized by Cytochrome P4502D6-/n vitro studies did not reveal
an inhibitory effect of escitalopram on CYP2D6. In addition, steady state levels of racemic citalopram were

not significantly different in poor metabolizers and extensive CYP2D6 metabolizers after multiple-dose
dministration of citalopram, suggesting that coadministration, with escitalopram, of a drug that inhibits

TABLE 4
Incidence of Common Adverse Reactions in Patients with Major
Depressive Disorder
Adverse Reaction Placebo 10 mg/day 20 mg/day
(N=311) Lexapro Lexapro
(N=310) (N=125)
Insomnia 4% 7% 14%
Diarrhea 5% 6% 14%
Dry Mouth 3% 4% 9%
Somnolence 1% 4% 9%
Dizziness 2% 4% 7%
Sweating Increased <1% 3% 8%
Constipation 1% 3% 6%
Fatigue 2% 2% 6%
Indigestion 1% 2% 6%

Male and Female Sexual Dysfunction with SSRIs-Although changes in sexual desire, sexual performance,
and sexual satisfaction often occur as manifestations of a psychiatric disorder, they may also be a conse-
quence of pharmacologic treatment. In particular, some evidence suggests that SSRIs can cause such unto-
ward sexual experiences. Reliable estimates of the incidence and severity of untoward experiences involving
sexual desire, performance, and satisfaction are difficult to obtain, however, in part because patients and
physicians may be reluctant to discuss them. Accordingly, estimates of the incidence of untoward sexual
experience and performance cited in product labeling are likely to underestimate their actual incidence.

patients receiving 10 mg/day Lexapro (4%) and placebo (3%). Adverse events that were associated with the
discontinuation of at least 1% of patients treated with Lexapro, and for which the rate was at least twice that
of placebo, were nausea (2%) and ejaculation disorder (2% of male patients). Generalized Anxiety Disorder;
Adults-Among the 429 GAD patients who received Lexapro 10-20 mg/day in placebo-controlled trials, 8%
discontinued treatment due to an adverse event, as compared to 4% of 427 patients receiving placebo.
Adverse events that were associated with the discontinuation of at least 1% of patients treated with Lexapro,
and for which the rate was at least twice the placebo rate, were nausea (2%), insomnia (1%), and fatigue
(1%). Incidence of Adverse Reactions in Placebo-Controlled Clinical Trials; Major Depressive Disorder;
Pediatrics (6 -17 years)-The overall profile of adverse reactions in pediatric patients was generally similar
to that seen in adult studies, as shown in Table 2. However, the following adverse reactions (excluding
those which appear in Table 2 and those for which the coded terms were uninformative or misleading)
were reported at an incidence of at least 2% for Lexapro and greater than placebo: back pain, urinary
tract infection, vomiting, and nasal congestion. Adults-The most commonly observed adverse reactions
in Lexapro patients (incidence of approximately 5% or greater and approximately twice the incidence in
placebo patients) were insomnia, ejaculation disorder (primarily ejaculatory delay), nausea, sweating
increased, fatigue, and somnolence. Table 2 enumerates the incidence, rounded to the nearest percent, of
treatment-emergent adverse events that occurred among 715 depressed patients who received Lexapro at
doses ranging from 10 to 20 mg/day in placebo-controlled trials. Events included are those occurring in 2%
or more of patients treated with Lexapro and for which the incidence in patients treated with Lexapro was
greater than the incidence in placebo-treated patients.

TABLE §
of Sexual Side Effects in Placebo-Controlled Clinical Trials
Adverse Event Lexapro | Placebo
In Males Only
(N=407) (N=383)
Ejaculation Disorder
(primarily ejaculatory delay) 12% 1%
Libido Decreased 6% 2%
Impotence 2% <1%
In Females Only
(N=737) (N=636)
Libido Decreased 3% 1%
Anorgasmia 3% <1%

There are no adequately designed studies examining sexual dysfunction with escitalopram treatment.
Priapism has been reported with all SSRIs. While it is difficult to know the precise risk of sexual dysfunction
associated with the use of SSRIs, physicians should routinely inquire about such possible side effects. Vital
Sign Changes-Lexapro and placebo groups were compared with respect to (1) mean change from baseline
in vital signs (pulse, systolic blood pressure, and diastolic blood pressure) and (2) the incidence of patients
meeting criteria for potentially clinically significant changes from baseline in these variables. These analyses
did not reveal any clinically important changes in vital signs associated with Lexapro treatment. In addition,
a comparison of supine and standing vital sign measures in subjects receiving Lexapro indicated that
Lexapro treatment is not associated with orthostatic changes. Weight Changes-Patients treated with Lexapro
in controlled trials did not differ from placebo-treated patients with regard to clinically important change in
body weight. Laboratory Changes-Lexapro and placebo groups were compared with respect to (1) mean
change from baseline in various serum chemistry, hematology, and urinalysis variables, and (2) the incidence
of patients meeting criteria for potentially clinically significant changes from baseline in these variables.

revealed no clinically important changes in laboratory test parameters associated with
Lexapro treatment. ECG Changes-Electrocardiograms from Lexapro (N=625), racemic citalopram (N=351),
and placebo (N=527) groups were compared with respect to (1) mean change from baseline in various ECG
parameters and (2) the incidence of patients meeting criteria for potentially clinically significant changes from
baseline in these variables. These analyses revealed (1) a decrease in heart rate of 2.2 bpm for Lexapro and
2.7 bpm for racemic citalopram, compared to an increase of 0.3 bpm for placebo and (2) an increase in QTc
interval of 3.9 msec for Lexapro and 3.7 msec for racemic citalopram, compared to 0.5 msec for placebo.
Neither Lexapro nor racemic citalopram were associated with the development of clinically significant ECG
abnormalities. Other Reactions Observed During the Premarketing Evaluation of Lexapro-Following is a list
of treatment-emergent adverse events, as defined in the introduction to the ADVERSE REACTIONS section,
reported by the 1428 patients treated with Lexapro for periods of up to one year in double-blind or open-label
clinical trials during its premarketing evaluation. The listing does not include those events already listed
in Tables 2 & 3, those events for which a drug cause was remote and at a rate less than 1% or lower than
placebo, those events which were so general as to be uninformative, and those events reported only once
which did not have a substantial probability of being acutely life threatening. Events are categorized by body
system. Events of major clinical importance are described in the Warnings and Precautions section.
Cardiovascular - hypertension, palpitation. Central and Peripheral Nervous System Disorders - light-headed
feeling, migraine. Gastrointestinal Disorders - abdominal cramp, heartburn, gastroenteritis. General - allergy,
chest pain, fever, hot flushes, pain in limb. Metabolic and Nutritional Disorders - increased weight.

System Disorders - arthralgia, myalgia jaw stiffness. Psychiatric Disorders - appetite
increased, concentration impaired, irritability. Reproductive Disorders/Female - menstrual cramps, menstrual
disorder. Respiratory System Disorders - bronchitis, coughing, nasal congestion, sinus congestion, sinus
headache. Skin and Appendages Disorders - rash. Special Senses - vision blurred, tinnitus. Urinary System
Disorders - urinary frequency, urinary tract infection. Post-Marketing Experience; Adverse Reactions

1Primarily ejaculatory delay.
2Denominator used was for males only (N=225 Lexapro; N=188 placebo).
3Denominator used was for females only (N=490 Lexapro; N=404 placebo).

Generalized Anxiety Disorder; Adults-The most commonly observed adverse reactions in Lexapro patients
(incidence of approximately 5% or greater and approximately twice the incidence in placebo patients) were
nausea, ejaculation disorder (primarily ejaculatory delay), insomnia, fatigue, decreased libido, and anorgas-
mia. Table 3 enumerates the incidence, rounded to the nearest percent of treatment-emergent adverse events
that occurred among 429 GAD patients who received Lexapro 10 to 20 mg/day in placebo-controlled trials.
Events included are those occurring in 2% or more of patients treated with Lexapro and for which the
incidence in patients treated with Lexapro was greater than the incidence in placebo-treated patients.

TABLE 2
Treatment: Adve Observed with a Frequency of = 2%
and Greater Than Planehn for Major Depressive Disorder These anal
Adverse Reaction Lexapro Placebo )
(N=715) (N=592)
ic Nervous System Disorders
Dry Mouth 6% 5%
Sweating Increased 5% 2%
Central & Peripheral Nervous System Disorders
Dizziness 5% 3%
Gastroi inal Disorders
Nausea 15% 7%
Diarrhea 8% 5%
Constipation 3% 1%
Indigestion 3% 1%
Abdominal Pain 2% 1%
General
Influenza-like Symptoms 5% 4%
Fatigue 5% 2%
Psychiatric Disorders
Insomnia 9% 4%
Somnolence 6% 2%
Appetite Decreased 3% 1%
Libido Decreased 3% 1%
i y System Disorders
Rhinitis 5% 4%
Sinusitis 3% 2%
Urogenital
Ejaculation DisorderT.2 9% <1%
Impotence? 3% <1%
Anorgasmia’ 2% <1%

to the Marketing of Escitalopram-The following additional adverse reactions have
been identified from spontaneous reports of escitalopram received worldwide. These adverse reactions have
been chosen for inclusion because of a combination of seriousness, frequency of reporting, or potential
causal connection to escitalopram and have not been listed elsewhere in labeling. However, because these
adverse reactions were reported voluntarily from a population of uncertain size, it is not always possible to
reliably estimate their frequency or establish a causal relationship to drug exposure. These events include:
Blood and Lymphatic System Disorders: anemia, agranulocytis, aplastic anemia, hemolytic anemia, idiopathic
thrombocytopenia purpura, leukopenia, thrombocytopenia. Cardiac Disorders: atrial fibrillation, bradycardia,
cardiac failure, myocardial infarction, tachycardia, torsade de pointes, ventricular arrhythmia, ventricular tachy-
cardia. Ear and Labyrinth Disorders: vertigo Endocrine Disorders: diabetes mellitus, hyperprolactinemia,
SIADH. Eye Disorders: diplopia, glaucoma, mydriasis, visual disturbance. Gastrointestinal Disorders: dyspha-
gia, gastrointestinal hemorrhage, gastroesophageal reflux, pancreatitis, rectal hemorrhage. General Disorders
and Administration Site Conditions: abnormal gait, asthenia, edema, fall, feeling abnormal, malaise.
Hepatobiliary Disorders: fulminant hepatitis, hepatic failure, hepatic necrosis, hepatitis. Immune System
Disorders: allergic reaction, anaphylaxis. Investigations: bilirubin increased, decreased weight, electrocardio-
gram QT prolongation, hepatic enzymes increased, hypercholesterolemia, INR increased, prothrombin
decreased. Metabolism and Nutrition Disorders: hyperglycemia, hypoglycemia, hypokalemia, hyponatremia.
Musculoskeletal and Connective Tissue Disorders: muscle cramp, muscle stiffness, muscle weakness, rhab-
domyolysis. Nervous System Disorders: akathisia, amnesia, ataxia, choreoathetosis, cerebrovascular accident,
dysarthria, dyskinesia, dystonia, extrapyramidal disorders, grand mal seizures (or convulsions), hypoaesthe-
sia, myoclonus, nystagmus, Parkinsonism, restless legs, seizures, syncope, tardive dyskinesia, tremor.
Pregnancy, Puerperium and Perinatal Conditions: spontaneous abortion. Psychiatric Disorders: acute

is, aggression, agitation, anger, anxiety, apathy, completed suicide, confusion, depersonalization,
depressmn aggravated, delirium, delusion, disorientation, feeling unreal, hallucinations (visual and auditory),
mood swings, nervousness, nlghtmare panic reaction, paranoia, restlessness, self-harm or thoughts of
self-harm, suicide attempt, suicidal ideation, suicidal tendencyA Renal and Urinaw Disorders: acute renal
failure, dysuria, urinary retention. Reproductive System and Breast Disorders: menorrhagia, priapism.
Respiratory, Thoracic and Mediastinal Disorders: dyspnea, epistaxis, pulmonary embolism, pulmonary
hypertension of the newborn. Skin and Subcutaneous Tissue Disorders: alopecia, angioedema, dermatitis,
ecchymosis, erythema multiforme, photosensitivity reaction, Stevens Johnson Syndrome, toxic epidermal
necrolysis, urticaria. Vascular Disorders: deep vein thrombosis, flushing, hypertensive crisis, hypotension,
orthostatic hypotension, phlebitis, thrombosis.

DRUG INTERACTIONS: Serotonergic Drugs-Based on the mechanism of action of SNRIs and SSRIs includ-
ing Lexapro, and the potential for serotonin syndrome, caution is advised when Lexapro is coadministered
with other drugs that may affect the serotonergic neurotransmitter systems, such as triptans, linezolid (an
antlblotlc which is a reversible non-selective MAQI), lithium, tramadol, or St. John’s Wort [see Warnings and

Pi The concomitant use of Lexapro with other SSRIs, SNRIs or tryptophan is not recommended.
Trlptans-There have been rare postmarketing reports of serotonin syndrome with use of an SSRI and a
triptan. If concomitant treatment of Lexapro with a triptan is clinically warranted, careful observation of
the patient is advised, particularly during treatment initiation and dose increases [see Warnings and
Precautions). CNS Drugs- Given the primary CNS effects of escitalopram, caution should be used when it is
taken in_combination with other centrally acting drugs. Alcohol-Although Lexapro did not potentiate
the cognitive and motor effects of alcohol in a clinical trial, as with other psychotropic medications, the use
of alcohol by patients taking Lexapro is not recommended. Monoamine Oxidase Inhlhnnrs (MAOIs)

1Primarily ejaculatory delay.
2Denominator used was for males only (N=182 Lexapro; N=195 placebo).
3Denominator used was for females only (N=247 Lexapro; N=232 placebo).

TABLE 3
Treatment Adverse ions Observed with a Frequency of = 2%
and Greater Than Placebo for ized Anxiety Disorder
Adverse Reactions Lexapro Placebo
(N=429) (N=427)
ic Nervous System Disorders

Dry Mouth 9% 5%

Sweating Increased 4% 1%
Central & Peripheral Nervous System Disorders

Headache 24% 17%

Paresthesia 2% 1%
Gastroi inal Disorders

Nausea 18% 8%

Diarrhea 8% 6%

Constipation 5% 4%

Indigestion 3% 2%

Vomiting 3% 1%

Abdominal Pain 2% 1%

Flatulence 2% 1%

Toothache 2% 0% 568 C
General

Fatigue 8% 2%

Influenza-like Symptoms 5% 4%
M System Disorder

Neck/Shoulder Pain 3% 1%
Psychiatric Disorders

Somnolence 13% 7%

Insomnia 12% 6% citalopram AUC and C,

Libido Decreased 7% 2%

Dreaming Abnormal 3% 2%

Appetite Decreased 3% 1%

Lethargy 3% 1%

i y System Disorders

Yawning 2% 1%
Urogenital

Ejaculation Disorder-2 14% 2%

Anorgasmia3 6% <1%

Menstrual Disorder 2% 1%

and Warnings and Pr ]. Drugs That With (NSAIDs,
Aspirin, Warfarin, etc.)-Serotonin release by platelets plays an important role in hemostasis.
Epidemiological studies of the case-control and cohort design that have demonstrated an association
between use of psychotropic drugs that interfere with serotonin reuptake and the occurrence of upper
gastrointestinal bleeding have also shown that concurrent use of an NSAID or aspirin may potentiate the risk
of bleeding. Altered anticoagulant effects, including increased bleeding, have been reported when SSRIs and
SNRIs are coadministered with warfarin. Patients receiving warfarin therapy should be carefully monitored
when Lexapro is initiated or discontinued. Cimetidine-In subjects who had received 21 days of 40 mg/day
racemic citalopram, combined administration of 400 mg/day cimetidine for 8 days resulted in an increase in
ax Of 43% and 39%, respectively. The clinical significance of these findings is
unknown. Digoxin-In si TJlects who had received 21 days of 40 mg/day racemic citalopram, combined admin-
istration of citalopram and digoxin (single dose of 1 mg) did not significantly affect the pharmacokinetics of
either citalopram or digoxin. Lithium-Coadministration of racemic citalopram (40 mg/day for 10 days) and
lithium (30 mmol/day for 5 days) had no significant effect on the pharmacokinetics of citalopram or lithium.
Nevertheless, plasma lithium levels should be monitored with appropriate adjustment to the lithium dose in
accordance with standard clinical practice. Because lithium may enhance the serotonergic effects of escitalo-
pram, caution should be exercised when Lexapro and lithium are coadministered. Pimozide and Celexa-In
a controlled study, a single dose of pimozide 2 mg co-administered with racemic citalopram 40 mg given
once daily for 11 days was associated with a mean increase in QTc values of approximately 10 msec
compared to pimozide given alone. Racemic citalopram did not alter the mean AUC or Cpq, Of pimozide.
The mechanism of this pharmacodynamic interaction is not known. Sumatriptan-There have been rare
postmarketing reports describing patients with weakness, hyperreflexia, and incoordination following the use
of an SSRI and sumatriptan. If concomitant treatment with sumatriptan and an SSRI (e.g., fluoxetine, fluvox-
amine, paroxetine, sertraline, citalopram, escitalopram) is clinically warranted, appropriate observation of the
patient is advised. Theophylline-Combined administration of racemic citalopram (40 mg/day for 21 days)
and the CYP1A2 substrate theophylline (single dose of 300 mg) did not affect the pharmacokinetics of

CYP2D6, is unlikely to have clinically significant effects on escitalopram metabolism. However, there are
limited in vivo data suggesting a modest CYP2D6 inhibitory effect for escitalopram, i.e., coadministration of
escitalopram (20 mg/day for 21 days) with the tricyclic antidepressant desipramine (single dose of 50 mg),
a substrate for CYP2D6, resulted in a 40% increase in Gy, and a 100% increase in AUC of desipramine. The
clinical significance of this finding is unknown. Neverthmless caution is indicated in the coadministration of
escitalopram and drugs metabolized by CYP2D6. Metoprolol-Administration of 20 mg/day Lexapro
for 21 days in healthy volunteers resulted in a 50% increase in ., and 82% increase in AUC of the beta-
adrenergic blocker metoprolol (given in a single dose of 100 mg). Increased metoprolol plasma levels have
been associated with decreased cardioselectivity. Coadministration of Lexapro and metoprolol had no
clinically significant effects on blood pressure or heart rate. Electroconvulsive Therapy (ECT)-There are no
clinical studies of the combined use of ECT and escitalopram.

USE IN SPECIFIC POPULATIONS: Pregnancy; Pregnancy Category C-In a rat embryo/fetal development
study, oral administration of escitalopram (56, 112, or 150 mg/kg/day) to pregnant animals during the
period of organogenesis resulted in decreased fetal body weight and associated delays in ossification at the
two higher doses (approxmately = 56 times the maximum recommended human dose [MRHD] of 20 mg/day
on a body surface area [mg/m2] basis). Maternal toxicity (clinical signs and decreased body weight gain and
food consumption), mild at 56 mg/kg/day, was present at all dose levels. The developmental no-effect dose
of 56 mg/kg/day is approximately 28 times the MRHD on a mg/m?2 basis. No teratogenicity was observed at
any of the doses tested (as high as 75 times the MRHD on a mg/m? basis). When female rats were treated
with escitalopram (6, 12, 24, or 48 mg/kg/day) during pregnancy and through weaning, slightly increased
offspring mortality and growth retardation were noted at 48 mg/kg/day which is approximately 24 times the
MRHD on a mg/m2 basis. Slight maternal toxicity (clinical signs and decreased body weight gain and food
consumption) was seen at this dose. Slightly increased offspring mortality was also seen at 24 mg/kg/day.
The no-effect dose was 12 mg/kg/day which is approximately 6 times the MRHD on a mg/m2 basis. In
animal reproduction studies, racemic citalopram has been shown to have adverse effects on embryo/fetal
and postnatal development, including teratogenic effects, when administered at doses greater than human
therapeutic doses. In two rat embryo/fetal development studies, oral administration of racemic citalopram
(32, 56, or 112 mg/kg/day) to pregnant animals during the period of organogenesis resulted in decreased
embryo/fetal growth and survival and an increased incidence of fetal abnormalities (including cardiovascular
and skeletal defects) at the high dose. This dose was also associated with maternal toxicity (clinical signs,
decreased body weight gain). The developmental no-effect dose was 56 mg/kg/day. In a rabbit study, no
adverse effects on embryo/fetal development were observed at doses of racemic citalopram of up to
16 mg/kg/day. Thus, teratogenic effects of racemic citalopram were observed at a maternally toxic dose in
the rat and were not observed in the rabbit. When female rats were treated with racemic citalopram (4.8,
12.8, or 32 mg/kg/day) from late gestation through weaning, increased offspring mortality during the first
4 days after birth and persistent offspring growth retardation were observed at the highest dose. The no-
effect dose was 12.8 mg/kg/day. Similar effects on offspring mortality and growth were seen when dams
were treated throughout gestation and early lactation at doses = 24 mg/kg/day. A no-effect dose was not
determined in that study. There are no adequate and well-controlled studies in pregnant women; therefore,
escitalopram should be used during pregnancy only if the potential benefit justifies the potential risk to the
fetus. Pregnancy-Nonteratogenic Effects-Neonates exposed to Lexapro and other SSRIs or SNRIs, late in
the third trimester, have developed complications requiring prolonged hospitalization, respiratory support,
and tube feeding. Such complications can arise immediately upon delivery. Reported clinical findings have
included respiratory distress, cyanosis, apnea, seizures, temperature instability, feeding difficulty, vomiting,
hypoglycemia, hypotonia, hypertonia, hyperreflexia, tremor, jitteriness, irritability, and constant crying. These
features are consistent with either a direct toxic effect of SSRIs and SNRIs or, possibly, a drug discontinua-
tion syndrome. It should be noted that, in some cases, the clinical picture is consistent with serotonin
syndrome [see Warnings and Precautions]. Infants exposed to SSRIs in late pregnancy may have an
increased risk for persistent pulmonary hypertension of the newborn (PPHN). PPHN occurs in 1-2 per 1000
live births in the general population and is associated with substantial neonatal morbidity and mortality. In a
retrospective, case-control study of 377 women whose infants were born with PPHN and 836 women whose
infants were born healthy, the risk for developing PPHN was approximately six-fold higher for infants
exposed to SSRIs after the 20th week of gestation compared to infants who had not been exposed to
antidepressants during pregnancy. There is currently no corroborative evidence regarding the risk for PPHN
following exposure to SSRIs in pregnancy; this is the first study that has investigated the potential risk. The
study did not include enough cases with exposure to individual SSRIs to determine if all SSRIs posed
similar levels of PPHN risk. When treating a pregnant woman with Lexapro during the third trimester, the
physician should carefully consider both the potential risks and benefits of treatment [see Dosage and
Administration]. Physicians should note that in a prospective longitudinal study of 201 women with a
history of major depression who were euthymic at the beginning of pregnancy, women who discontinued
antidepressant medication during pregnancy were more likely to experience a relapse of major depression
than women who continued antidepressant medication. Labor and Delivery-The effect of Lexapro on labor
and delivery in humans is unknown. Nursing Mothers-Escitalopram is excreted in human breast milk.
Limited data from women taking 10-20 mg escitalopram showed that exclusively breast-fed infants receive
approximately 3.9% of the maternal weight-adjusted dose of escitalopram and 1.7% of the maternal
weight-adjusted dose of desmethylcitalopram. There were two reports of infants experiencing excessive
somnolence, decreased feeding, and weight loss in association with breastfeeding from a racemic
citalopram-treated mother; in one case, the infant was reported to recover completely upon discontinuation
of racemic citalopram by its mother and, in the second case, no follow-up information was available. Caution
should be exercised and breastfeeding infants should be observed for adverse reactions when Lexapro
is administered to a nursing woman. Pediatric Use-Safety and effectiveness of Lexapro has not been
established in pediatric patients (less than 12 years of age) with Major Depressive Disorder. Safety and effec-
tiveness of Lexapro has been established in adolescents (12 to 17 years of age) for the treatment of major
depressive disorder [see Clinical Studies]. Although malmenance efficacy in adolescent patients with Major
Depressive Disorder has not been sy ted, m efficacy can be extrapolated from
adult data along with comparisons of escnalopram pharmacokinetic parameters in adults and adolescent
patients. Safety and effectiveness of Lexapro has not been established in pediatric patients less than 18 years
of age with Generalized Anxiety Disorder. Geriatric Use-Approximately 6% of the 1144 patients receiving
escitalopram in controlled trials of Lexapro in major depressive disorder and GAD were 60 years of age or
older; elderly patients in these trials received daily doses of Lexapro between 10 and 20 mg. The number
of elderly patients in these trials was insufficient to adequately assess for possible differential efficacy and
safety measures on the basis of age. Nevertheless, greater sensitivity of some elderly individuals to effects
of Lexapro cannot be ruled out. SSRIs and SNRIs, including Lexapro, have been associated with cases of
clinically significant hyponatremia in elderly patients, who may be at greater risk for this adverse event [see
Hyponatremia]. In two pharmacokinetic studies, escitalopram half-life was increased by approximately 50%
in elderly subjects as compared to young subjects and Cy,,, Was unchanged [see Clinical Pharmacology].
10 mg/day is the recommended dose for elderly patients [see Dosage and Administration]. Of 4422 patients
in clinical studies of racemic citalopram, 1357 were 60 and over, 1034 were 65 and over, and 457 were 75
and over. No overall differences in safety or effectiveness were observed between these subjects and younger
subjects, and other reported clinical experience has not identified differences in responses between the
elderly and younger patients, but again, greater sensitivity of some elderly individuals cannot be ruled out.
DRUG ABUSE AND DEPENDENCE: Abuse and Dependence; Physical and Psychological Dependence-Animal
studies suggest that the abuse liability of racemic citalopram is low. Lexapro has not been systematically
studied in humans for its potential for abuse, tolerance, or physical dependence. The premarketing clinical
experience with Lexapro did not reveal any drug-seeking behavior. However, these observations were not
systematic and it is not possible to predict on the basis of this limited experience the extent to which a
CNS-active drug will be misused, diverted, and/or abused once marketed. Consequently, physicians should
carefully evaluate Lexapro patients for history of drug abuse and follow such patients closely, observing them
for signs of misuse or abuse (e.g., development of tolerance, incrementations of dose, drug-seeking behavior).
OVERDOSAGE: Human Experience-In clinical trials of escitalopram, there were reports of escitalopram
overdose, including overdoses of up to 600 mg, with no associated fatalities. During the postmarketing
evaluation of escitalopram, Lexapro overdoses involving overdoses of over 1000 mg have been reported. As
with other SSRiIs, a fatal outcome in a patient who has taken an overdose of escitalopram has been rarely
reported. Symptoms most often accompanying escitalopram overdose, alone or in combination with other
drugs and/or alcohol, included convulsions, coma, dizziness, hypotension, insomnia, nausea, vomiting, sinus
tachycardia, somnolence, and ECG changes (including QT prolongation and very rare cases of torsade de
pointes). Acute renal failure has been very rarely reported accompanying overdose. M: of
Overdose-Establish and maintain an airway to ensure adequate ventilation and oxygenation. Gastric evacua-
tion by lavage and use of activated charcoal should be considered. Careful observation and cardiac and vital
sign monitoring are recommended, along with general symptomatic and supportive care. Due to the large
volume of distribution of escitalopram, forced diuresis, dialysis, hemoperfusion, and exchange transfusion
are unlikely to be of benefit. There are no specific antidotes for Lexapro. In managing overdosage, consider
the possibility of multiple-drug involvement. The physician should consider contacting a poison control
center for additional information on the treatment of any overdose.
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Lessons From Parity Battle
Apply to Health Reform

Two experts say policymakers would do well to look ahead to the imple-
mentation phase since stakeholders will use it to lobby the government
for their own interpretation of any reform.

he long and painful birth

of mental health parity,

and the story of its over-

due delivery at the federal

level, may hold some les-
sons for health system reform, now in the
throes of its own painful labor.

Though the two efforts are markedly
differentin scope of purpose and potential
impact, passage of the landmark parity bill
offers some lessons for the more ambitious
goal of health system reform, say psychia-
trist Howard Goldman, M.D., Ph.D., and
mental health policy expert Colleen Barry,
Ph.D., in a commentary in the American
Journal of Psychiatry this month.

Interviews with Congressional staff-
ers and stakeholders involved in the parity
battles led Goldman and Barry to empha-
size three hard-won lessons:

* Afocus on costs can create leverage with
all parties that have a stake in the bottom
line.

* Working out major differences behind
closed doors and out of the glare of media
scrutiny can help to define areas of unity
when it comes time to “go public.”

* Anticipation of the regulatory rule-
making process that follows the passage
of a law can help ensure passage of suc-
cessful reform.

Goldman is editor of the APA journal
Psychiatric Services. Barry is an associate
professor of public health at Yale Univer-
sity School of Public Health.

The interviews are part of an effort by
Goldman and Barry to write a compre-
hensive account of the passage of the 2008
Paul Wellstone and Pete Domenici Mental
Health Parity and Addiction Equity Act.

“We were interested in doing a behind-
the-scenes analysis of the passage of par-
ity,” Barry told Psychiatric News. “The idea
was to talk to everyone who was involved,
including key interest groups and congres-
sional staffers, to understand how we were
able to achieve this after so many years of
trying. The interviews were quite inter-
esting for the parallels they yielded with
health system reform.”

The most prominent of those is the
importance of cost containment to stake-
holders in both efforts. Barry and Gold-
man noted that opposition to parity for
many years centered on the fear of “break-
ing the bank.” But as data gathered from
states where parity had been enacted and
from the Federal Employees Health Bene-
fits Program proved otherwise, that oppo-
sition was overcome.

“The market shift from indemnity
insurance to managed care created a read-
ily available method for enacting parity
without driving up costs,” they wrote in
the commentary. “Resolving the dilemma
of how to assemble a viable combination
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of financing and cost-containment provi-
sions poses a more daunting challenge for
health care reformers. However, the par-
ity experience suggests that the sooner
Congressional architects can agree upon
a strategy for financing reform, the sooner
attention will shift back to negotiating the
contours of insurance expansion.”

Barry told Psychiatric News, “From the
standpoint of health care reform, costs
need to be viewed as reasonable within a
certain threshold. Our observation from
the parity legislation is that you have to
make the case that you have a viable cost-
control strategy in place before you start
talking about other issues.”

A second lesson from parity is that
bringing opponents together behind
closed doors to air their differences can
make it easier for them to find common
ground when they have to go public.

Barry and Goldman noted that in the
run-up to the passage of parity, Congress
scrapped its traditional method of “shuttle
diplomacy” whereby congressional com-
mittees met first with one group, then
another; rather, they brought opposing
stakeholders into the same room for can-
did discussions away from the glare of the
media and public eye.

It’s a lesson in “realpolitik” that runs
counter to the current motif of “transpar-

ency” in all things. “I think you can dif-
ferentiate transparency of process from
transparency of results,” Goldman told
Psychiatric News. “A certain amount of
behind-the-doors debate allows you to get
to a result where people realize they have
common interests.”

The third piece of advice relates to what
might be called “insider baseball” since
it involves attention to a process largely
unobserved by the general public—the
regulatory rule-making process that fol-
lows formal passage of a bill.

The “implementation” phase, in which
federal regulatory agencies write what
sometimes amounts to pages and pages of
regulatory “guidance,” is where interpre-
tive “meat” is put on the language of a bill.

With regard to parity, for instance,
APA has insisted in communications with
Health and Human Services Secretary
Kathleen Sibelius that regulatory lan-
guage should ensure that health plans and
employers are prohibited from using cer-
tain indirect methods of restricting access
to care—such as differential reimburse-
ment schedules for different providers or
separate-but-equal deductibles for mental
health care—while still nominally comply-
ing with the law (Psychiatric News, June 19).

Goldman and Barry said that policy-
makers seeking health system reform would
dowell to look ahead to the implementation
period since stakeholders will use it to lobby
the government for their own interpreta-
tion of whatever law is passed.

“The implementation period effec-
tively creates a second bite of the apple,
whereby interest groups can fight out
the smaller and sometimes not-so-small
issues around interpretation of a bill,
and try to argue for [an interpretation]
thatis most attractive to their interests,”
Barry said. “It is wise strategy to work

out as many of the details as possible so
that there will be as narrow as possible
a set of issues remaining.”

Several examples—the agreements
the White House has reached separately
with such disparate groups as the AMA
and the pharmaceutical industry around
cost reduction and the president’s focus on
reform as vital to long-term economic sta-
bility—indicate these lessons have not gone
unheeded. And yet, from the vantage point
of the August congressional recess and
the fierce opposition to reform at town-
hall meetings around the country, reform
would appear to still face an uphill climb.

Goldman and Barry said that the dif-
ferences between the parity and reform
efforts are great—most notably in the fact
that parity affects only those who already
have insurance.

“It’s not so easy to come up with an
answer for health system reform since the
basic problem is about adding people who
are previously uninsured,” Goldman said.

But he added that incrementalism has
been the constant in American health sys-
tem policy, and he expressed confidence
that a major reform can be passed—even
if much remains to be perfected.

“My experience is that all of health
policy reform is incremental,” he said.
“It’s just a matter of how big a bite you
take each time. Just to get on the table
the principle that everyone should be
insured is an enormous advance. Because
the president has made ita central mission
of his administration and because there is
a Democratic Congress, we should be able
to get something.”

“Lessons for Healthcare Reform From
the Hard-Won Success of Bebavioral
Health Insurance Parity” can be accessed
at <bttp://ajp.psychiatryonline.org> un-
der the September issue. B

Reform Proposals Encourage Patients
To Participate in Treatment Decisions

The push for patients to play a larger role in making treatment decisions
may have a big impact in the mental health area. Research indicates that
mentally ill people want a more active role than those with other medical

problems.

s part of health reform under con-
A sideration by Congress, supporters

of patients’ playing a larger role in
directing their health care have succeeded
in adding measures to spur shared decision
making by patients.

Advocates of shared decision making
said the initiative belongs in health reform
legislation because it improves patient
satisfaction with outcomes. Moreover, a
growing body of research has shown that
patients who are educated about treatment
choices and share in the decision-making
process with their physicians are likely to
get treatments thatare less expensive than
they would have otherwise received.

“The current standard of medical care
in the United States fails to adequately
ensure that patients are informed about
all their treatment options and the risks
and benefits of those options,” said Sen.

BY RICH DALY

Ron Wyden (D-Wash.) in a Senate speech.
“This leads to patients’ getting medical
treatments they may not have wanted had
they been fully informed of their treat-
ment options and integrated into the deci-
sion-making process.”

Wyden introduced a bill (S 1133) in
May to create a pilot program under Medi-
care on shared decision making. A similar
approach was incorporated into the health
reform bill approved by the Senate Health,
Education, Labor, and Pensions (HELP)
Committee in July. That bill would fund
educational tools to help patients and care-
givers understand treatment options and
guide patients in choosing a treatment
course with their clinician. The bill also
would educate physicians on the use of
decision-sharing tools, as well as tools to
measure the satisfaction of patients and
caregivers in the decision-making process.

A number of tools have emerged in
recent years to help patients become more
involved in the decision-making process,
including informational videos and other
materials that describe treatment options.

The proposed federal initiative builds
on the efforts of several states to increase
the role of patients in directing their
care. A 2007 Washington state law set up
a demonstration project to evaluate the
cost-effectiveness of using decision aids.
Similarly, legislation under consideration
in Connecticut would require the state
health department to develop a demon-
stration program on shared decision mak-
ing. A bill in Vermont aims to contain
health care costs through a shared deci-
sion-making demonstration program,
which would include an analysis of poten-
tial barriers to clinicians’ participating in
shared decision making.

The increased push for patient involve-
ment in making medical decisions follows
a similar push in recent years aimed at
patients with mental illness.

Mental health leaders who shaped the
2003 report by the President’s New Free-
dom Commission on Mental Health and
the authors of “Improving the 2006 Qual-
ity of Health Care for Mental and Sub-
stance-Use Conditions: Quality Chasm
Series” stressed the importance of care

please see Decisions on page 26
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Pregrianzy Catagory 8: Memantir e grven crally bo pregran: <15 ang fregnan
rabbits during the period of argannge esis was not teratogeric up ta tha
“uphest doses ‘ested (18 mg/kgtay ir rats and 30 regekgeddy i1 rabbics.
which arg 9 and 30 times. resaeclivery. *he maxim.r -ecommendad
~uman dosa [MRHO] an a =g ™ Jasisl.
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Body a5 3 Whole
Fatigue B 2
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Cardigvaseular System
Hypertension 2 4
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Nervous System
Dizziness 5 7
Headache 1 £
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Coughing 3 4
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ategarias usicg WHC term rology, and eeent frequencees were calzulated
actoss all studes.

All advarse gvents coourrng in a least two patiens are inciudad. excepd for
wesg aleaty listed in Tabe 1. WHO terms oo ge-eral to be rforative.
FINOr $ymploms or events unli<ely to b crug-causes 2. hecause they
are COMMON i *"& §ludy depulation, Events are classihed by body systam
and lisz2d using the fol:cwing defintions: frequant advese events - those
coournng in Al least 1900 patients: inteq.ent adverse events- 1hose
coeuring in 100 t¢ 11000 palignts, These adverse events are not
necessanily related to Mamanda treatment and ir most cases were observed
at a swrilar frequency in placebo-treated patients in the contralad stdies
Body as a Whale: Frequent: syncops. fefrequent: hypothermia, allarg ¢
rzaclion.

Cardiovascular Syslem: Frequent: cargiac failure. infrequent angra
pectoris, bradycardia. myocardial nfarction, thrombophlebitis, alrad
fibrillation. hypatensicn, cardiac arrest, posiural hypotension. pu-rcnary
ambohsm, pulmonary edema.

Cenlrgl and Peripherzs| Nervous Syslem: Srequent: tearsient scheric
attack, cerebrovascular acridert ver go, ataxia. hypokinasia. infrequent:
parestaesiz. convulsions, extrapyramidal discrder hypertania, tremor,
aphasia, hypoesthesia, abnormal conrdinatior. hewn plegia. hyparanesia,
ineolumary uscls ¢ontrastions stuger, cerebral hemorrhage, neuralgia,
plosis. neurcpathy,

Gasirolntestingl Syslem: infreguent: Jastroenteditis. civericu itig, gastro-
intestinal hemorhizge, melena, escphageal ulcaration.

Hemic and Lymphatlc Disorders: Freguent aneia. infrequant: laukopenia.
Medabolic and Nulnitional Disorders; Ffrequent: increased alkaline
phosphatase. decraased weight. /nfrequent: debysd<anon, hyponatremia.
agg-avated diabetes mellijus.

Psychialric Disorders: Froguen': agoressive reaction Infrequans. delusion,
personality d sorder, ematior sl labilty, nervousness, sleep disarder. ibido
increased. psychisis, amnesia, apahy, peranaic reaction. thinkieg atnoral,
crying abnormal appetite increased. paron ria. delirur, depersanalization.
ng.rosis, suicide atternpt.

Respiratety System: Frequent oreumaniz. fofrequent: apned, dsthma
hemctysis.

Skin and Appendages: Fraquent -ash. infrequent skin ulceration, prurius.
cellulits. eczeme. cermatitis, ertrematous -ash, alaseci. o rtizaria.
Special Senses: Freguent catarace conjungtiving. Jofrequent: matula
lutea dageneraticn, decreased wsual acuity. decreased hearing, tinnitug,
blephant s, blurred vision, forneal opacity, gla.coma. scnjunctival
nemorthage eye sam, -etinal hamorrhage. xernabhalmia, diplopia,
gbnosral lazr.matian, myapia, reting detachment.

Urinary Syslem: Frequent Mequert mictuntion. infreguent dysuria.
lamaluria. urina-y retention.

E\remss Reported Subsequent ta the Marketing of Ramenda, both US and
%=1

Althaugh ro causal relationskip to mamanting treasmen “as bee founc.
the follgwing advirse events have been reportad to be temparally
associated with memanting treamest and are notl dascribed elsewhere
n [aoeling: aspiaicn preumrania, asthenia, atripuentricular bloce. bons
fracture, carpal tunngl syndroms, cerebral intarcion, chest pain.
cholehthias =, claudication, ¢aitis, d2ep venous h-ombosis, deprassed
«ewel of conscicusness includic g Joss of conaciousness and rarg redorts of
comal, dyzkinesia. dysphadia, entepha-cpathy. gastritis. Jastroesaphages!
-ehuzx, grand mal cenvulsions, irtrecrania” hemorrhage, hepatitis (inchud-ng
increased ALT and AST and hepatic fa lure;. hype-glycamia, hyperlipidemia,
hypoglycerva. ileus, increased NR. impotence. lethargy, malaise.
rybclonus, nevroleptic maligner syrdrome, acule pancreatits.
Parsinenn.sm, ac.te renal faiture (ircluding mcreased craatining and renal
insutficiency), prolorged QT interval restlessness. sepsis. Stevens-
Jehnson syndrome, suicidal ideation, sudden death, supeavevricular
tachycarcea, techyez-diz tardive dyskines a. thrombocytoperia, and
halluzinations iactt visual and aditry)

ANIMAL TOXHO0LOGY

Dthar edverse svents Jccurring with gn incidence of at deast 2% in
Namenda-treated patients but at a greater cr equat rite or placebo were
agitaz en. fal . inflicted ivury. unnary incortinanca. digrehea, beonch tis,
INSOMN &, urnary track infeetiar, irflugnza- ke symptoms. abncrmal gail,
depression, LEper respratery tract infection amaety, periphea edama,
rausea, anorexia, and arthralgia.

The overall profile of adverse events and the meicence ratas for irdivid, al
adverse events i the subpopulas oo of patients weth moderate to sevara
Alzheirmer's ciseise were not ditterent from the profile and incidense rates
describad above far the gvzrall dementia population.

Vital Sign Changes: Namenda and plzcebe groups wete comzared with
respect te 111 mean change from baseline in wita signs [pulse, systolic
bleod oressure, dastoliz hlooc prassute and werghi) and (23 the incidece
ot pehients maeting cnteria for patantialy clirical y signilicart changes
from basehne in these wvariables. There were no cinically important
changes in wtal signs n patients tregted with Hamenda. A cemparison of
suping anc stand no vitel sign measuras for Namenda and placzhbo in
@ derly norngl subpects indicated that Namenda treatment s not associated
with crthostatic changes.

Lzboratory Changes: Namenda and placebo groups were sompared with
fespect 10 (1) rean change from baselne in varous saram gherristry,
hematolegy. and urinalysis variabies and (2) the incidence of patients
meeting critere tor potentia ly clincally significant charges fram baszlna
in these var ables. These ana yses revealed no chinically imacrtant changss
10 laboratory test parameters associated with Namends treatment.

ECG Changes: Namenda and placebo groups were corpared o espect
to (1} mean chasge fram baselire in various ECE paramesars and 427 the
incidence of palierts meeding criteria for potentally clinizally signiticant
changes from baseline i these varizbles. These analyses revealed na
clinicalty imporant changes ir ECG parametars assocated with Namendsz
treatmant.

Other Adverse Evenls Observed Quring Clinical Trials

Namenda has been administzred o approximately 1350 patients wit
dementia. cf wham mere than 1200 received the maximum recommendes
dose of 20 mp/day. Patierts recened Namenda tretrient Jor penods of Jp
ta B34 days, with 852 paliets recerving 1t least 24 weaks ° freatment a0
387 patients recaving 38 waeks cr mora of rea;ment,

Tegatmient ermergett sions and syrptoms thar occurrad during 8 ontralled
climeal frials and £ cpan-labzl trials were recorded as adverse svents by tha
climcal mestigatars usna ermnalogy of their wn orogsitg. To provide zn
ouerall estiziata of the propertion of indiviguals havng s milar types of
events. the events wera grouped nto a srealler numer o* stancardizad

& induced neurcnal lesiens (vaceclation and necrosis) in the
muttipolar ard pyramida cells n cortizal lavers |1l and IV at tha posterior
cingu ate and retrosplenial neocortices i+ rats similar 10 Tose which are
knewn 19 ce.r in redznis admenisterec cther NMDA recentor artagonists,
Les.cns were seen afte’ a single dose of memantine. in & study in wh ch
rals we'e Qiven daily 07al doses of memattne for 14 days. the ro-ffect
dose for ewrona. necrosis was f mes the masimum recommended
hurman dosa on @ maen basis The potential far ind Jction of central neu-anal
vacuolation and -~ecrosis by MDA receptor antagonists in humans s
unkngun.

DRUG ABUSE AMD DEPENDEWCE

Controlled Substance Clags: Memanting HCl is nct a cortrolled substance
Physical and Psychological Dependence: Memantine HCI is a aw fo
mode-ata affincy uncompetitive NMDA antagonsst that did net produce
any evidence of drug-geeking beravior ar withdeawsl symptams upan
discontinug: on in 2504 pehents who pa-icipated in clmca tmals at
the-apeutic doses, 225t markeling data. culside the LS. retrospectively
¢ollected. has provided na evidence of drup abuse or dapender ce.

OVERDOSAGE

Signs and sympions associated with memantite overdosage in clinicar
trials and f-om worldwide marketing expariance inglude agitation.
corfusion, ECE changes. 1055 of comscinusress. psychosis. resWessness,
§ OweC moverent. somnolence, siupod unsieady gait, wsual hallucmations.
vammgo, wamiting, ard vesakness. The largest known ngesticn of mamanting
winidwide was 211 grams in a patienl wg 10k meman: ng in conjunction
with urspecitied antid abetic medicabons. The patient exparienzed coma.
diplopia. and agi-aticn, but subseg.ently recovered.

Betdusz ctretegies for the management of overdose are contin.ally
evolving, it is athvisable to contact & poison contral center to datermring $he
latest recommendations far e management of an overdose of eny drug.
A5 in gny cases of overdose. generzl swppamive measures shouid de
utiized, and treatment should e symptomatic. £limination of mamanting
can be enhancad by acidification, of uring.
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Disrupting Certain Neurons
May Reduce Cocaine Craving

In a rat model, the memory that associates environmental cues with
repeated cocaine injections is found in a “constellation of neurons” in

the nucleus accumbens.

locking specific neurons in

the nucleus accumbens may

effectively dissolve the neu-

rological association between

cocaine-related cues and
cocaine’s effect, a hallmark of addiction,
according to a study published online in
Nature Neuroscience on July 20.

Behavioral and brain research has
shown that chronic addiction rewires cer-
tain brain circuitry, so that seeing such
cues as photos of other people using drugs
or drug paraphernalia can evoke strong
cravings and drug-seeking behaviors. This
neurological process is one of the reasons
for persistently high risk of relapse even
after years of abstinence.

In this study using a rat model, Eisuke
Koya, Ph.D., and colleagues at the Behav-
ioral Neuroscience Branch of the National
Institute on Drug Abuse (NIDA) revealed
an important mechanism with which the
brain learns to associate environmental
cues and the effect of cocaine.

Scientists previously established a rat
model to study the effect of cocaine by
quantitatively measuring rats’ locomo-
tor activity (that is, distance traveled)
in a chamber (see photo below) after a
cocaine injection. If cocaine injections
are repeatedly paired with a specific sur-
rounding outside of a rat’s home cage,
the rat will exhibit a much higher level of
response after a cocaine injection in this
environment than it would in a strange
surrounding, even if the same dose of
cocaine is given. The higher level of
response is indicated by a longer cumu-
lative distance traveled by the rat in the
locomotion chamber.

The environmental cues in these exper-
iments were chambers with varying set-
ups, such as smooth versus woodchip-
covered floors and a square cage versus a
round bowl. Other cues may include odors
and sounds.

Enhanced Response Is Learned Association

The phenomenon of enhanced response,
or context-specific sensitization, is believed
to be the result of learned association. Like
Pavlov’s dogs thatlearned to associate food
with the sound of bells ringing, the sensi-
tized rats learn to associate environmental
cues with the effect of cocaine injection
and have a response to cocaine beyond the
cocaine’s direct pharmacological effect.

“Pavlov always thought the food stim-
ulus and the bell stimulus merged and
bonded somehow in the brain, but it was
all a black box,” Bruce Hope, Ph.D., the
senior author of the study and a senior sci-
entist at NIDA, told Psychiatric News. “1
was trying to find how this [type of learned
association] was stored in the brain and
how we could identify it, so that we can
specifically find and manipulate those par-
ticular cells. That’s what led up to the [cur-
rent] experiment.”

BY JUN YAN

Researchers have known for a long time
that many addiction-related behaviors have
roots in neurons in the nucleus accum-
bens. Hope and colleagues suspected that
the learned association between environ-
mental cues and cocaine injections may lie
in only 2 percent to 3 percent of the cellsin
the nucleus accumbens. However, finding
these neurons was like looking for a few
people in a country of hundreds of mil-
lions. They needed a high-resolution map.

Manipulate Neurons, Change Behavior

Previous research showed that some
neurons in the nucleus accumbens are acti-
vated after the context-specific, cocaine-
induced sensitization, marked by expres-
sion of the c-Fos gene in the nucleus. The
difficulty was to prove a causal effect,
not mere correlation, between cell acti-
vation and behavior. With conventional
methods, it would be difficult to manipu-
late scattered neurons without damaging
other neurons nearby and contaminating
the experiment. The study authors found
an elegant solution to this problem.

First, they took a unique breed of trans-
genic rats that are genetically engineered
to have a beta-galactosidase gene imme-
diately attached to the c-Fos gene. When-
ever the c-Fos gene is transcribed, beta-
galactosidase, a bacterial enzyme, is also
produced in the cell. Meanwhile, these rats
are sensitized by repeated cocaine injec-
tions in a specific environment. Next,
the rats had a prodrug known as Daun02
injected directly into the nucleus accum-
bens. Daun02 is a prodrug of daunoru-
bicin, which is inactive but can be con-
verted into the active drug under certain
conditions. Beta-galactosidase, however,
can turn the prodrug into daunorubicin,

which is a cytotoxic drug
used in cancer treatment.
Thus, when a neuron is acti-
vated (that is, transcribing
the c-Fos gene), it begins to
make daunorubicin and soon
inactivates itself. Neurons
that are not activated in sen-
sitization remain intact.

Hope noted thatit has not
been proven whether dauno-
rubicin actually kills neu-
rons in the experiment, but
it clearly inactivates them.
As expected, this selective
inactivation erased rats’
context-specific response to
cocaine. In other words, the
environmental cues no lon-
ger provoked their height-
ened response to cocaine. In
fact, the rats acted as if they had received
cocaine in an unfamiliar environment.

Based on this observation, Hope and
his team concluded that activation of a par-
ticular “constellation of neurons” in the
nucleus accumbens is the cause of context-
specific sensitization to cocaine. To make
this experiment work, “it took seven years
of tweaking,” he said.

This model allows the researchers
to pick out a few needles in a very large
haystack using a magnet. Conventional
methods require killing the animals and
examining brain changes under a micro-
scope. With this model researchers can
manipulate selected neurons in live ani-
mals and directly observe any behavioral
consequences.

Dopamine ‘Stamps In' the Memory

In humans, there are addictive behav-
iors analogous to the animal model of
context-specific sensitization. Why do
certain environmental cues, such as
sights, sounds, and smells associated with
drug use, remain in the brain so vividly
and persistently? Hope believes that a
key factor is large amounts of dopamine
released during drug use, which “stamps
in” the memory of associated stimuli
more efficiently and deeply than average
learning experiences. This memory can

A rat’s response to cocaine is measured by the distance it travels inside a locomotion chamber
in which its movement is recorded and quantified.

Credit: NIDA
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Bruce Hope, Ph.D., of the Behavioral Neuroscience Branch
of the National Institute on Drug Abuse has been hunting for
the brain cells responsible for the association between drug
abuse and environmental cues.

overwhelm other memories and become
long-lasting, he explained. In the rat
model, the environment-cocaine associ-
ation remains for at least six months after
the last cocaine injection, which is a quar-
ter of a rat’s lifespan.

“On top of the pharmacological effects
of cocaine itself is the effect of learning,”
said Hope. “In my opinion, it is the learn-
ing that leads to associating the effects of
drug of abuse with stimuli in the environ-
ment. ... Those learned associations prob-
ably play a stronger role than the pharma-
cological effects in the eventual addiction
in humans.”

If drug-related cues are coded in human
brains in the same way as demonstrated
in the rat model, it is theoretically possi-
ble to devise ways to find the responsible
neuronal “ensembles” and inactivate them,
Hope speculated. By erasing the associa-
tion between cues and cue-induced memo-
ries and behaviors, abstinence may become
much easier.

Researchers Begin to Crack Mystery

The implication of this study goes
beyond addiction, Hope and colleagues
pointed out. The findings open one of the
doors to the mystery of memory: what
it is, where it is located, how it is moved
from one place to another in the brain,
and how fluid itis. If learned associations
can be modified or inactivated by target-
ing a specific “constellation of neurons,”
such modifications can guide treatments
of trauma-related psychiatric disorders
or symptoms.

Hope cautioned that despite the excit-
ing implications of this research, a lot
of empirical research must be done to
understand how memory and addiction
work within and beyond the nucleus
accumbens, but he is optimistic that he
and his colleagues are on the right track.
Next, his group plans to study whether
this neuronal inactivation method affects
drug-seeking behaviors such as self-
administration of cocaine in animals and
whether these neurons can be temporar-
ily inactivated. They also plan to test this
method in the amygdala for conditioned
fear responses.

An abstract of “Iargeted Disruption
of Cocaine-Activated Nucleus Accum-
bens Neurons Prevents Context-Specific
Sensitization” is posted at <www.nature.
com/neuro/journal/vi2/n8/abs/nn.2364.
btml>. B
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Children With Fragile X

Go Undiagnosed Too Long

Even when parents of fragile X children recognize something is wrong,
getting a diagnosis may be tough. Indeed, parents may have two fragile X
children before the first is diagnosed.

tfirst glance, there isno rea-
son why children with frag-
ile X syndrome, the most
common inherited form
of intellectual disability,
shouldn’t be diagnosed early in life.

The gene thatis responsible for the syn-
drome has been identified (Psychiatric News,
January 4, 2002).There is a genetic test for
the syndrome (Psychiatric News, January 4,
2008). The American Academy of Pediat-
rics and the National Fragile X Founda-
tion, among others, have been pushing to
get children with the syndrome diagnosed
early. Furthermore, the parents of fragile
X children seem to be aware of their off-
spring’s developmental delays earlier than
they used to.

However, the average age of diagno-
sis today is about 3 years—the same as a
few years ago, a new study has found. It
was headed by Donald Bailey Jr., Ph.D., a
distinguished fellow at the Research Tri-
angle Institute (RTI) International, and
reported in the August Pediatrics.

BY JOAN AREHART-TREICHEL

So, what’s going on? Bailey and his col-
leagues suggested in their paper, “Research
shows that pediatricians are aware of frag-
ile X syndrome and support diagnostic
testing for children at high risk, but would
refer to a specialist instead of ordering a
diagnostic test even if they suspected frag-
ile X syndrome. The lag is probably due in
part to delayed referral to specialists and
in part to the time lag between referral and
actual appointment.”

However, not all the tardiness can be
blamed on these two factors. This new
study, whose subjects all had fragile X syn-
drome, found that the fragile X diagnos-
tic test ordered for them was requested by
pediatricians or family doctors 23 percent
of the time. (The test was initiated in other
instances by neurologists, geneticists, psy-
chologists, speech-language therapists, or
the families themselves.)

But why all the fuss about getting frag-
ile X children diagnosed early? All that they
need to be eligible for early-intervention
programs is a diagnosis of a developmental

delay, not a formal diagnosis
of fragile X. There are several
reasons, Bailey explained to
Psychiatric News. It helps the
parents of a fragile X child
understand why he or she has
developmental and behav-
ioral problems. It also lets
them know that if they have
more children, those chil-

Despite Parental Suspicions,
Diagnoses Still Delayed

The parents of 213 boys diagnosed with fragile X syndrome between
2001 and 2007 were asked the age of their child when they first
became concerned about the child’s development, when a delay

in development was confirmed, and when fragile X syndrome was
diagnosed. The parents’responses, which were grouped according to
the year their child was diagnosed, revealed that the average age of
first concern and of confirmed delay decreased over the seven-year
period, but that the average age of diagnosis did not.
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tiple medications to control

behavior problems, attention problems,
hyperactivity, aggression, seizures, anxiety,
or other complications.” Psychiatrists may
also have a role to play in the diagnosis and
treatment of depression in the mothers of
fragile X children, Bailey noted, since the
mothers of children with disabilities often
suffer from depression, he and his colleagues
found in previous research.

The study was funded by the Centers
for Disease Control and Prevention and
the Association for Prevention Teaching
and Research.

An abstract of “No Change in the Age
of Diagnosis for Fragile X Syndrome:
Findings From a National Parent Sur-
vey” is posted at <bttp://pediatrics.aap
publications.org> under the August issue. B

Personality Disorder Prevalence
Found to Vary by Country

Not all countries may be equal when it comes to disordered personali-
ties. Colombia and the United States appear to have the most, Nigeria and

Western Europe the least.

ow many compulsive, histrionic,
H paranoid, or other disordered per-
sonalities are you going to encoun-
ter on your next trip to France, Ireland, or
some other Western European country?
Probably fewer—if any at all—than in
the United States, a study published in the
July British fournal of Psychiatry suggests.
The interview-styled study of thou-
sands of people the world over found the
highest prevalence of personality disorders
in Colombia and the United States and the
lowestin Nigeria and Western Europe, with
some other countries falling in-between.
Now, are there truly more disordered per-
sonalities in certain countries than others?
Possibly, the study’s lead investigator, Ron-
ald Kessler, Ph.D., a professor of health care
policy at Harvard Medical School and head
of the National Comorbidity Survey Repli-
cation in the United States, told Psychiatric
News. The reason to believe that this might
be the case is that “we have no data that can
be used . . . for making a different assump-
tion. But caution is needed in interpreting
cross-national differences . . . because clini-
cal reappraisal studies were not done in all
countries to confirm comparability of diag-
nostic thresholds in the instrument.”

m PSYCHIATRIC NEWS / September 4, 2008

BY JOAN AREHART-TREICHEL

This study appears to be the first ever
to estimate the prevalence of DSM-IV
personality disorders in various countries
throughout the world. If the study meth-
odology was sound, here are other note-
worthy findings:

¢ The prevalence estimate for any person-
ality disorder throughout the world was 6.1
percent. The prevalence estimate of Clus-
ter A personality disorders (paranoid, schiz-
oid, and schizotypal) was 3.6 percent, while
for Cluster B personality disorders (avoid-
ant, dependent, and obsessive-compulsive)
itwas 2.7 percent, and for Cluster C person-
ality disorders (antisocial, borderline, his-
trionic, and narcissistic), 1.5 percent. Some
subjects had more than one disorder.

¢ Cluster A personality disorders were
much more common in men than women.
The researchers wrote that this was their
strongest finding and was consistent with
a statement in DSM-IV.

* There was a high comorbidity between
personality disorders and Axis I disorders,
which jibes with a lot of clinical research
findings. For example, cluster B person-
ality disorders and substance abuse disor-
ders often went hand in hand. The reason

is probably because low impulse control
is a core feature of both cluster B disor-
ders and substance abuse disorders, the
researchers wrote. Cluster C personality
disorders and anxiety and mood disorders
often coexisted. This finding is consistent
with the belief that anxiety is a hallmark of
cluster C disorders, the researchers noted.
* A dose-response relationship was found
between personality disorders and the num-
ber of Axis I disorders people have. For
instance, the odds of having three or more
AxisIdisorders were 10 times greater in indi-
viduals with cluster A personality disorders
than in individuals without a personality
disorder, 35 times greater in individuals with
cluster C personality disorders than in indi-

Comparison by Country

The study had over 21,000 subjects in 13 countries.
The prevalence estimate for any DSM-/V personality
disorder throughout the world was 6 percent.

Any personality

disorder, % No.*
Colombia 7.9% 2381
Lebanon 6.2% 1031
Mexico 6.1% 2362
Nigeria 2.7% 2143
China 41% 1628
South Africa 6.8% 4315
United States 7.6% 5692
Western Europe™* 2.4% 1610
Total 6.1% 21162

* Number of subjects interviewed in each category.
** Includes six countries.

Source: Ronald Kessler, Ph.D., et al.,
British Journal of Psychiatry, July 2009

viduals without a personality disorder, and
a whopping 49 times greater in individuals
with cluster B personality disorders than in
individuals without a personality disorder.

The finding that he found the most
important, Kessler said, concerned person-
ality disorders and functional impairment.
“So many times people raise the question
of whether our findings about impair-
ments associated with depression, alco-
holism, PTSD, and so on are really due to
some unmeasured character disorder that
we could assess only if we had an Axis II
assessment, which we seldom have in clini-
cal or community studies. Our finding in
this paper is that it’s the other way around:
Axis I disorders are the ones associated with
most of the impairment, and the impair-
ments associated with Axis II disorders are
largely mediated by Axis I disorders.”

The study included over 21,000 sub-
jects from 13 countries. Subjects from
nine of the countries were nationally rep-
resentative; those from the remaining four
countries were representative of urban
areas. All subjects were evaluated face to
face by trained lay interviewers using the
World Health Organization World Men-
tal Health interview schedule.

The study was funded by the U.S.
National Institute of Mental Health, the
John D. and Catherine T. MacArthur
Foundation, the U.S. Public Health Ser-
vice, the Fogarty International Center, the
Pan American Health Organization, and
some pharmaceutical companies.

An abstract of “DSM-IV Personality
Disordersinthe WHO World Mental Health
Surveys” is posted at <http://bjp.repsych.
org/cgi/content/abstract/195/1/46>. A



APA Fellows Take Matters
Into Their Own Hands

raduates of the American

Psychiatric Leadership

Fellowship, the oldest fel-

lowship program at APA,

have set out to raise funds
to continue the program’s operation after
pharmaceutical maker GlaxoSmithKline
(GSK) withdrew its financial support two
years ago.

Since 1968 the fellowship has intro-
duced more than 500 residents to orga-
nized psychiatry and trained them in lead-
ership skills.

“The fellowship is a priceless experi-
ence, especially early in one’s career,” said
Leah Dickstein, M.D., a former chair of
the fellowship’s selection committee and
a professor emerita at the University of
Louisville.

The economic downturn led GSK to
shift its priorities, said Alison Bondu-
rant, associate director of APA's Office
of Minority and National Affairs. “GSK
moved away from funding non-CME
programs like fellowships in order to
focus on physician education.”

Corporate support for fellowships
throughout the medical world has been
declining lately. However, with the help
of the American Psychiatric Foundation,
alumni of the fellowship have begun try-
ing to raise the $100,000 needed each year
to keep the program running.

BY AARON LEVIN

Until GSK ended its grant, the fellow-
ship selected 10 residents each year for a
two-year program. Fellows met with the
leaders of APA, took part in committee
work, and visited congressional offices
on trips to Washington, D.C. One fellow
in each class took part in APA Board of
Trustees meetings, and another worked
with the APA Assembly.

“I had the chance to meet residents
from other programs as well as the lead-
ership of APA,” said Keith Stowell, M.D.,
a 2006-2008 fellow and now a postdoc-
toral fellow at Western Psychiatric Insti-
tute and Clinic in Pittsburgh. Gaining
professional leadership skills was not
the only benefit, he said. Learning how
to work in groups during his fellowship
years helped Stowell deal with difficult
situations that arose during his time as a
chief resident.

Fellows also develop and carry out
a research project. Stowell’s fellow-
ship class surveyed psychiatry residents
around the country to examine how preg-
nancy affects both female and male psy-
chiatrists during residency. They pre-
sented the results first at the APA annual
meeting in 2007 and then to a meeting of
psychiatric training directors.

The subsequent class surveyed safety
training programs in psychiatric settings,
said Yael Dvir, M.D., a fellow when she

New Fellows Selected
For APA’s Minority
Fellowships

PA has announced the names of
A the 26 new minority psychiatry
residents selected to participate in
the APA Minority Fellowships Program as
either an APA/SAMHSA or APA/Astra-

Zeneca fellow.

2009-2010 APA/SAMHSA Minority Fellows

Neil Aggarwal, M.D., Yale University

Randolph Baca, M.D., University of New
Mexico

Marco Chavez, M.D., University of Texas,
Houston

Melissa Deer, M.D., University of Califor-
nia, San Diego

Gina Duncan, M.D., Massachusetts Gen-
eral Hospital/McLean Hospital

Mandy Garber, M.D., Allegheny General
Hospital

Tresha Gibbs, M..D., Columbia-New York
Presbyterian Hospital

Susan Imamura, M.D., Stanford Univer-
sity

Kenyatta Jones, M.D., Howard University
Hospital

Christian Neal, M.D., University of South
Carolina, Palmetto Health

Alan Teo, M.D., University of California,
San Francisco

Christopher Tjoa, M.D., University of
Pennsylvania

Monique Upton, M.D., University of Lou-
isville

Sarah Vinson, M.D., Cambridge Health
Alliance

Addiction Fellows

Joseph Nissenfeld, M.D., New York Uni-
versity

Kimberly Roberts, M.D., Boston Univer-
sity Medical Center

2009-2011 AstraZeneca Fellows

Ranjan Avasthi, M.D., Morehouse School
of Medicine

Deyadira Baez-Sierra, M.D., Boston Uni-
versity Medical Center

Juliet Glover, M.D., University of South
Carolina, Palmetto Health

Steve Koh, M.D., University of Califor-
nia, San Diego

Timothy Liu, M.D., Yale University

Jason Mensah, M.D., Indiana University

Donna Roybal, M.D., Stanford University

Javeed Sukhera, M.D., University of Roch-
ester

Elizabeth Tien, M.D., Temple University

Natalie Yzer, M.D., George Washington
University W

Credit: Ellen Dallager

Attending the annual reunion/reception for American Psychiatric Leadership fellows were
(from left) Sheldon Benjamin, M.D., a professor of psychiatry at the University of Massachusetts
Medical School and former fellowship committee member; fellows Stacey Burpee, D.0., of the
University of Massachusetts; M. Justin Coffey, M.D., of the University of Michigan; and Moham-
mad Alsuwaidan, M.D., of the University of Toronto.

was a resident at the University of Mas-
sachusetts in Worcester and now an assis-
tant professor there. Dvir said that she
valued the chance to meet colleagues
from around the country in her areas of
interest—child psychiatry and develop-
mental disabilities—through the fellow-
ship program.

“Working on the class project teaches
you how to get your ideas across to other
people,” she said. “And you learn to see
the potential of good ideas in other people
who may just need a little encouragement
to bring them out.”

Continued funding to support the fel-
lowship was a very worthwhile investment
in the future of the profession, she said.

"To conserve existing funds, only five fel-
lows were selected for the 2009-2010 class,
and they will attend the annual meeting
only in 2010, instead of both years.

This current class has been explor-
ing the philanthropic interests of founda-
tions, corporations, program alumni, and
the APA Board of Trustees as part of its
research project. They gave that infor-
mation to the foundation, which has the
authority within APA for fundraising.

“The membership should be willing to
contribute in some small way to fund the
program,” Dickstein noted.

Contributors so far (all former fellows)
are James Welton Lomax, M.D., Christine
Truman, M.D., Keith Stowell, M.D., Tana
Grady-Weliky, M.D., Albert John Allen,
M.D., Ph.D., and Katharine Phillips, M.D.

Contributions to support the fellowship
may be sent to the American Psychiatric
Foundation, c/o American Psychiatric
Leadership Fellowship, 1000 Wilson
Boulevard, Suite 1825, Arlington, Va.
22209. 1

APA Announces New Member Benefits

->» Register to Receive Drug Alerts Online

APA has worked with the FDA, AMA, state medical societies, and liability carriers to bring a
new service—the Health Care Notification Network (HCNN)—to APA members. The HCNN,
which is a private network for physicians and health care professionals, provides secure
online delivery of news about drug and medical device recalls and patient safety alerts,
replacing the current paper process that is both slow and prone to error.

These are among other HCNN features:

m The HCNN is free to physicians and their staff members.
m A copy of alerts can be sent automatically to practice administrators and added to their

physician account.

m Privacy is protected by the not-for-profit board that governs the HCNN.

m The HCNN does no advertising or selling.
m Recipients can opt out at any time.

Alerts sent through the HCNN are paid for by manufacturers who use the network for alert

delivery.

APA members may enroll online at <www.hcnn.net/registration/apa/registration.
aspx>. Additional information is available at <www.hcnn.net> or (866) 925-5155.

-> Get a Web Page on PsychSites.com

APA members are eligible for a personal Web page and directory listing on PsychSites.com.
PsychSites.com is a starting place for members who have no Internet presence and provides
increased visibility and links for members who already have Web sites.

Personal pages can be edited online and include online technical support. The page
can include a 250-word profile, titles, office contact information, up to seven hyperlinks to
other Web sites, and a photo. Participating members will be included in a database of men-
tal health professionals that is searchable by location, specialty, and more than 150 mental
health subspecialties.

To obtain more information or an access code to create a personal page, go to
<www.psych.org/Resources/Membership/MemberOnlyBenefitsServices/
APAMemberAffinityPrograms.aspx>.
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Journalist and book author Pete Earley investigated the practice of incarcerating mentally ill
individuals after his son became one of the individuals caught up in the system.

The 2008 winner of APA’s Patient Advocacy Award and a noted author will
share his insights about his son’s struggle with mental iliness and his own
fight against the incarceration of mentally ill individuals.

o I have a mental illness?

Is there treatment avail-

able? Where do I go and

who can I talk to? How

do I live with mental ill-
ness? Reflecting on the personal struggles
of living with mental illness is the aim of
the interactive “Conversations” event at
APA’s 2009 Institute on Psychiatric Ser-
vices. The host of the event is the Ameri-
can Psychiatric Foundation.

The institute's third annual “Conver-
sations” event, which will be held Satur-
day, October 10, at 5:15 p.m., will bring the
personal side of mental illness to mental
health professionals as author Pete Earley
shares the story of his son’s struggle. This
harrowing tale was the subject of his book
Crazy: A Father’s Search Through Ameri-
ca’s Mental Health Madness. It was one of
two finalists for the Pulitzer Prize in 2007,
and in 2008 APA presented Earley with its
Patient Advocacy Award.

Lindsey McClenathan is the development of-
ficer of the American Psychiatric Foundation.

st

APA’s Institute on
Psychiatric Services

is being held October
810 11 in New York
City. See page 2 for
registration information.
To save on fees, be sure
to register before A
discounted fee is available for residents;
medical students attend free. Further
savings can be obtained by making air
travel reservations 30 days in advance.

61

Institute on

Psychiatric
Services
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BY LINDSEY MCCLENATHAN

Earley is a former reporter for the Wash-
ington Post, hired by Bob Woodward. He
went on to write nine nonfiction books
and three novels. His first book, Family of
Spies: Inside the John Walker Spy Ring, was
a New York Times bestseller and was made
into a five-hour miniseries on CBS televi-
sion. For his book The Hor House: Life Inside
Leavenworth Prison, Earley spent a year as a
reporter inside a maximum security prison.
His book Circumstantial Evidence helped
lead to the release from death row of a black
man who had been wrongfully convicted
of murdering a white teenager in Alabama.

In Crazy, Earley describes his attempts
to help his college-aged son Mike after he
becomes ill with bipolar disorder and is
arrested. It also describes a year that Ear-
ley spent at the Miami Dade County Jail
in which he followed persons with mental
disorders as they were released from jail
into the community to see whatsort of ser-
vices they received.

“I had no idea,” Early writes in the
opening chapter of his book. “I've been
a journalist for more than 30 years, a
reporter for the Washington Post, the
author of several nonfiction books about
crime and punishment and society, some
of them award-winning, even two bestsell-
ers. I've interviewed murderers and spies,
judges and prosecutors, always seeking the
truth and attempting to convey it so that
readers can see the people and the events
for themselves—can understand not only
what happened, but why. But I was always
on the outside looking in. I had no idea
what it was like to be on the inside look-
ing out. Until my son Mike was declared
mentally il1.”

Earley has spoken to over 100 mental
health, consumer, and law enforcement
groups and is an advocate for halting the

Photo courtesy of Pete Earley

warehousing of mentally ill individuals in
jails and prisons with no access to treat-
ment. He serves on the board of directors
of the Corporation for Supportive Hous-
ing, which finds innovative ways for states
to finance housing projects to help elimi-
nate homelessness.

The “Conversations” event is part of an
interactive series begun at APA’s annual
meeting eight years ago that offers a
unique opportunity for psychiatrists and
others to hear the personal perspectives
on mental illness and their struggles, life
adjustments, and the pivotal points in life.
Guests have included Maureen McCor-
mick, Brooke Shields, George Stepha-

nopoulos, and Carrie Fisher.

Breaking News!

The American Psychiatric Foundation
is the charitable subsidiary of the Ameri-
can Psychiatric Association. The mission
of the foundation is to advance the public’s
understanding that mental illnesses are
real and can be effectively treated. More
information about the foundation and its
programs can be found online at <www.
psychfoundation.org>.

“Conversations” is sponsored by a char-
itable contribution from AstraZeneca to
the American Psychiatric Foundation.

More information about Pete Earley is
posted at <www.peteearley.com/bome>. The
first chapter of Crazy: A Father’s Search
Through America’s Mental Health Mad-

ness also can be accessed here. B

New sessions have just been added to the program of APA’s Institute on
Psychiatric Services. The New York City setting of the four-day meeting will
provide that exciting spark as you reenergize your professional batteries.

Author Pete Earley Featured
At Conversations Event

8:30a.m.-11:30 a.m.

Panel Discussion 1: “Minds on the Edge”: Leveraging a PBS Program to
Drive Reform of Our Fragmented Mental Health System
Thomas A. Simpatico, M.D., Jeffrey Geller, M.D., M.P.H., Tracey Skale, M.D.

“Minds on the Edge” is a one-hour television program produced for PBS by the Fred
Friendly Seminars. It was created as a multiplatform video and Web media initiative to
advance the public conversation about the need for systemic change in the delivery of
treatment and services for people with severe mental iliness. The program zeroes in on
wrenching and confounding situations that Americans face as they struggle with the

challenges of severe mental illness.

After watching the program, the audience will engage in a discussion with the
panelists on the consequences of the fragmented mental health care system and how

to bring about change.

10a.m.-11 a.m.

Plenary Session 1: Kathryn Power, Director, Substance Abuse and
Mental Health Services Administration

3:30 p.m.-5 p.m.

Discussion Group 1: Jules Ranz, M.D., on Developing Public and

Community Psychiatry Fellowships

7 p.m.-9 p.m.

Town-Hall Meeting: Open Forum and Reception for MITs and
ECPs With APA President-Elect Garol Bernstein, M.D.
For residents and early career psychiatrists (ECPs) only;
supported by Professional Risk Management Services Inc.

In this meeting, Carol Bernstein, M.D., wants to hear ideas from psychiatry
residents and ECPs about the future of American psychiatry and APA. Participants will
also learn about APA and how to become involved, as well as meet and network with

other residents and ECPs.

SATURDAY, OCTOBER 10
2 p.m.-5 p.m.

Forum 2: Preparing for Flu Season: Stress, Mental Health Needs,

and Working With Primary Care

Craig Katz, M.D., Frederick Stoddard Jr., M.D., David Calfee, M.D., M.S., Doris
Reissman, M.D., M.P.H., Anthony Ng, M.D., Charles Engel, M.D., M.P.H., Robert

Ursano, M.D.

With the recent emergence of novel HIN1 influenza and declaration of an H1N1
pandemic, epidemiologic surveillance has tilted toward a dawning reality of public
health alerts and crowded emergency departments. This forum will address how
psychiatrists can best respond within the health care community. A historical review of
the psychosocial lessons from prior flu pandemics and other infectious outbreaks will set
the context for this discussion. An update on current knowledge about the behavior and
pathogenicity of HIN1 and surrounding public health planning will orient the audience to
the current reality. Specific consideration will be given to psychiatry’s role in collaborating
with primary care practitioners, including addressing medically unexplained symptoms.

5:15 p.m.-6:15 p.m.

“Conversations” Event With Pete Earley
Sponsored by the American Psychiatric Foundation; see article at left.



For Major Depressive Disorder (MDD]...

LEXAPRO IS NOW APPROVED
for adolescents aged 12to 17

.

Lexapro 4
escitalopram ro?<alate S,

DSM-IV-TR criteria for Major Depressive Episode: Five or more symptoms have been present during the same 2-week
period and represent a change from previous functioning; at least one of the symptoms is either (1) depressed mood or
(2] loss of interest or pleasure in nearly all activities. In children and adolescents, depressed mood can be irritable mood.?

WARNING: SUICIDALITY AND ANTIDEPRESSANT DRUGS

Antidepressants increased the risk compared to placebo of suicidal thinking and behavior (suicidality) in children,
adolescents, and young adults in short-term studies of major depressive disorder (MDD) and other psychiatric
disorders. Anyone considering the use of Lexapro or any other antidepressant in a child, adolescent or young
adult must balance this risk with the clinical need. Short-term studies did not show an increase in the risk of
suicidality with antidepressants compared to placebo in adults beyond age 24; there was a reduction in risk with
antidepressants compared to placebo in adults aged 65 and older. Depression and certain other psychiatric
disorders are themselves associated with increases in the risk of suicide. Patients of all ages who are started on
antidepressant therapy should be monitored appropriately and observed closely for clinical worsening, suicidality,
or unusual changes in behavior. Families and caregivers should be advised of the need for close observation and
communication with the prescriber. Lexapro is not approved for use in pediatric patients less than 12 years of age.

Please see additional Important Safety Information on following pages.



IMPORTANT SAFETY INFORMATION (continued)
Contraindications

e Lexapro is contraindicated in patients taking monoamine
oxidase inhibitors (MAOIs). There have been reports of
serious, sometimes fatal, reactions with some cases
resembling neuroleptic malignant syndrome (NMS) and
serotoninsyndrome. Features mayinclude hyperthermia,
rigidity, myoclonus, autonomic instability with possible
rapidfluctuationsofvitalsigns,and mentalstatuschanges
that include extreme agitation progressing to delirium
and coma. These reactions have also been reported in
patients who have recently discontinued SSRI treatment
and have been started on an MAOI. Serotonin syndrome
was reported for two patients who were concomitantly
receiving linezolid, an antibiotic which has MAOI activity.
Lexapro should not be used in combination with an MAOI
or within 14 days of discontinuing an MAOI. MAQIs should
not be initiated within 14 days of discontinuing Lexapro.

e | exapro is contraindicated in patients taking pimozide or
with hypersensitivity to escitalopram or citalopram.

Warnings and Precautions

e All patients treated with antidepressants should be
monitored appropriately and observed closely for clinical
worsening, suicidality and unusual changes in behavior,
especially within the first few months of treatment
or when changing the dose. Consideration should be
given to changing the therapeutic regimen, including
discontinuing medication, in patients whose depression
Is persistently worse, who are experiencing emergent
suicidality or symptoms that might be precursors to
worsening depression or suicidality, especially if these
symptoms are severe, abrupt in onset, or were not part
of the patient’s presenting symptoms. Families and
caregivers of patients treated with antidepressants
should be alerted about the need to monitor patients
daily for the emergence of agitation, irritability, unusual
changes in behavior, or the emergence of suicidality,
and report such symptoms immediately. Prescriptions
for Lexapro should be written for the smallest quantity
of tablets, consistent with good patient management, in
order to reduce the risk of overdose.



LEXAPRO provides

symptom relief for
adolescents with MDD

e For acute and maintenance treatment’

—Patients should be periodically reassessed
to determine the need for maintenance treatment’

 Significant improvement in CDRS-R scores

starting at week 43

—Full antidepressant effect may take 4 to 6 weeks

* Flexible dosing with a recommended dose of 10 mg/day’

—Titration to 20 mg/day, if necessary, after a minimum of 3 weeks'

LEXAPRO is indicated as an integral part of a total treatment program for MDD.
Drug treatment may not be indicated for all adolescents with this syndrome.

e Amajordepressive episode maybetheinitial presentation
of bipolar disorder. In patients at risk for bipolar disorder,
treating such an episode with an antidepressant alone
may increase the likelihood of precipitating a mixed/
manic episode. Prior to initiating treatment with an
antidepressant, patients should be adequately screened
to determine if they are at risk for bipolar disorder.
Lexapro should be used cautiously in patients with a
history of mania or seizure disorder. Lexapro is not
approved for use in treating bipolar depression.

The concomitant use of Lexapro with other SSRIs, SNRIs,
triptans, tryptophan, antipsychotics or other dopamine
antagonists is not recommended due to potential
development of life-threatening serotonin syndrome or
neuroleptic malignant syndrome (NMS]-like reactions.
Reactions have been reported with SNRIs and SSRIs
alone, including Lexapro, but particularly with drugs
that impair metabolism of serotonin (including MAQIs].
Management of these events should include immediate
discontinuation of Lexapro and the concomitant agent
and continued monitoring.

e Patients should be monitored for adverse reactions when

discontinuing treatment with Lexapro. During marketing
of Lexapro and other SSRIs and SNRIs, there have
been spontaneous reports of adverse events occurring
upon discontinuation, including dysphoric mood,
irritability, agitation, dizziness, sensory disturbances
(e.g., paresthesias], anxiety, confusion, headache,
lethargy, emotional lability, insomnia and hypomania.
A gradual dose reduction rather than abrupt cessation is
recommended whenever possible.

Please see additional Important Safety Information

on next page.
-

Lexapro
escitalopram "oxalate &>

Visit the LEXAPRO website at www.lexapro.com



LEXAPRO: Proven efficacy in MDD
in adolescents aged 12 to 17"

Adverse Reactions

Warnings and Precautions (continued)

e SSRIs and SNRIs have been associated with clinically
significant hyponatremia. Elderly patients and patients
taking diuretics or who are otherwise volume-depleted
appear to be at a greater risk. Discontinuation of Lexapro
should be considered in patients with symptomatic
hyponatremia and appropriate medical intervention
should be instituted.

*SSRIs (including Lexapro) and SNRIs may increase
the risk of bleeding. Patients should be cautioned that
concomitant use of aspirin, NSAIDs, warfarin or other
anticoagulants may add to the risk.

e Patients should be cautioned about operating hazardous
machinery, including automobiles, until they are
reasonably certain that Lexapro does not affect their
ability to engage in such activities.

e | exapro should be used with caution in patients with
severe renal impairment or with diseases or conditions
that alter metabolism or hemodynamic responses. In
subjects with hepatic impairment, clearance of racemic

e |n clinical trials of MDD, the most common adverse
reactions in adults treated with Lexapro (approximately
5% or greater and at least twice the incidence of
placebo) were nausea (15% vs 7%), insomnia (9% vs
4%), ejaculation disorder (9% vs <1%), fatigue (5% vs
2%), somnolence (6% vs 2%), and increased sweating
(5% vs 2%). In pediatric patients, the overall profile of
adverse reactions was similar to that seen in adults;
however, the following additional adverse reactions were
reported at an incidence of at least 2% for Lexapro and
greater than placebo: back pain, urinary tract infection,
vomiting, and nasal congestion.

Please see accompanying brief summary of prescribing
information for LEXAPRO, including Boxed Warning.

References: 1. LEXAPRO [package insert]. St. Louis, Mo: Forest Pharmaceuticals, Inc.; 2009.
2. American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders.
4th ed (Text Revision). Washington, DC: APA; 2000. 3. Emslie GJ, Ventura D, Korotzer A,
Tourkodimitris S. Escitalopram in the treatment of adolescent depression: a randomized
placebo-controlled multisite trial. J Am Acad Child Adolesc Psychiatry. 2009;48:721-729.

citalopram was decreased and plasma concentrations
were increased. The recommended dose of Lexapro in
hepatically impaired patients is 10 mg/day.

e For pregnant or nursing mothers, Lexapro should be
used only if the potential benefit justifies the potential

risk to the fetus or child.

LEXAPRO® (escitalopram oxalate) TABLETS/ORAL SOLUTION
Brief Summary: For complete details, please see full Prescribing Information for Lexapro.

WARNINGS: SUICIDALITY AND ANTIDEPRESSANT DRUGS

Antidepressants increased the risk compared to placebo of suicidal thinking and behavior

(suicidality) in children, adolescents, and young adults in short-term studies of major depressive

dlsorﬂer (MDD) and other psychiatric disorders. Anyone considering the use of Lexapro or any other
in a child,

Rx Only

TABLE 1
Drug-Placebo Difference in Number of Cases
of Suicidality per 1000 Patients Treated
Increases Compared to Placebo
<18 14 additional cases

Age Range
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symptomatic treatment should be initiated. Discontinuation of Treatment with Lexapro-During market-
ing of Lexapro and other SSRIs and SNRIs (serotonin and norepinephrine reuptake inhibitors), there
have been spontaneous reports of adverse events occurring upon discontinuation of these drugs,
particularly when abrupt, including the following: dysphoric mood, irritability, agitation, dizziness,
sensory disturbances (e.g., paresthesias such as electric shock sensations), anxiety, confusion,
head lethargy, emotional lability, insomnia, and hypomania. While these events are generally self-

Short- lerm studies did not show an increase in the risk of suicidality with antidep
compared to placebo in adults beyond age 24; there was a i

compared to placebo in adults aged 65 and older. Depression and certain other psychiatric disor-
ders are i with i in the risk of suicide. Patients of all ages who are
started on antidepressant therapy should be monitored appropriately and observed closely for
clinical worsening, suicidality, or unusual changes in behavior. Families and i should be
advised of the need for close observation and communication with the prescriber. Lexapro is not
approved for use in pediatric patients less than 12 years of age. [See Warnings and Precautions:
Clinical Worsening and Suicide Risk, Patient C ion for Patients, and
Used in Specific Populations: Pediatric Use].

18-24 5 additional cases
or young adult must balance this risk with the clinical need. Decreases Compared to Placebo
in risk with 25-64 1 fewer case
=65 6 fewer cases

No suicides occurred in any of the pediatric trials. There were suicides in the adult trials, but the
number was not sufficient to reach any conclusion about drug effect on suicide. It is unknown whether
the suicidality risk extends to longer-term use, i.e., beyond several months. However, there is substan-
tial evidence from placebo-controlled maintenance trials in adults with depression that the use of
antidepressants can delay the recurrence of depression. All patients being treated with antidepressants
for any indication should be monitored appropriately and observed closely for clinical worsening,
ity, and unusual changes in behavior, especially during the initial few months of a course of drug

INDICATIONS AND USAGE: Major Depressive Disorder-Lexapro (escitalopram) is indicated for the
acute and maintenance treatment of major depressive disorder in adults and in adolescents 12 to 17
years of age [see Clinical Studies]. A major depressive episode (DSM-1V) implies a prominent and rel-
atively persistent (nearly every day for at least 2 weeks) depressed or dysphoric mood that usually
interferes with daily functioning, and includes at least five of the following nine symptoms: depressed
mood, loss of interest in usual activities, significant change in weight and/or appetite, insomnia or
hypersomnia, psychomotor agitation or retardation, increased fatigue, feelings of guilt or worthless-
ness, slowed thinking or impaired concentration, a suicide attempt or suicidal ideation. Generalized
Anxiety Disorder-Lexapro is indicated for the acute treatment of Generalized Anxiety Disorder (GAD) in
adults [see Clinical Studies]. Generalized Anxiety Disorder (DSM-1V) is characterized by excessive
anxiety and worry (apprehensive expectation) that is persistent for at least 6 months and which the
person finds difficult to control. It must be associated with at least 3 of the following symptoms:
restlessness or feeling keyed up or on edge, being easily fatigued, difficulty concentrating or mind
going blank, irritability, muscle tension, and sleep disturbance.
CONTRAINDICATIONS: Monoamine oxidase inhibitors (MAOIs)-Concomitant use in patients taking
monoamine oxidase inhibitors (MAOIs) is contraindicated [see Warnings and Precautions). Pimozide-
Concomitant use in patients takmg pimozide is contraindicated [see Drug Interactions).
itivity to esci or Lexapro is contraindicated in patients with a hypersen-
sitivity to escitalopram or citalopram or any of the inactive ingredients in Lexapro.
WARNINGS AND PRECAUTIONS: Clinical Worsening and Suicide Risk-Patients with major depressive
disorder (MDD), both adult and pediatric, may experience worsening of their depression and/or the
emergence of suicidal ideation and behavior (suicidality) or unusual changes in behavior, whether or
not they are taking antidepressant medications, and this risk may persist until significant remission
occurs. Suicide is a known risk of depression and certain other psychiatric disorders, and these disor-
ders themselves are the strongest predictors of suicide. There has been a long-standing concern,
however, that antidepressants may have a role in inducing worsening of depression and the emergence
of suicidality in certain patients during the early phases of treatment. Pooled analyses of short-term
placebo-controlled trials of antidepressant drugs (SSRIs and others) showed that these drugs increase
the risk of suicidal thinking and behavior (suicidality) in children, adolescents, and young adults (ages
18-24) with major depressive disorder (MDD) and other psychiatric disorders. Short-term studies
did not show an increase in the risk of suicidality with antidepressants compared to placebo in
adults beyond age 24; there was a reduction with antidepressants compared to placebo in adults aged
65 and older. The pooled analyses of placebo-controlled trials in children and adolescents with MDD,
obsessive compulsive disorder (OCD), or other psychiatric disorders included a total of 24 short-term
trials of 9 antidepressant drugs in over 4400 patients. The pooled analyses of placebo-controlled trials
in adults with MDD or other psychiatric disorders included a total of 295 short-term trials (median
duration of 2 months) of 11 antidepressant drugs in over 77,000 patients. There was considerable
variation in risk of suicidality among drugs, but a tendency toward an increase in the younger patients
for almost all drugs studied. There were differences in absolute risk of suicidality across the different
indications, with the highest incidence in MDD. The risk differences (drug vs. placebo), however, were
relatively stable within age strata and across indications. These risk differences (drug-placebo differ-
ence in the number of cases of suicidality per 1000 patients treated) are provided in Table 1.
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therapy, or at times of dose changes, either increases or decreases. The folluwmg symptums an><|ety
agitation, panic attacks, insomnia, irritability, hostility, aggressi , impulsivity, (psy-
chomotor restlessness), hypomania, and mania, have been reported in adult and pediatric patients
being treated with antidepressants for major depressive disorder as well as for other indications, both
psychiatric and nonpsychiatric. Although a causal link between the emergence of such symptoms and
either the worsening of depression and/or the emergence of suicidal impulses has not been established,
there is concern that such symptoms may represent precursors to emerging suicidality. Consideration
should be given to changing the therapeutic regimen, including possibly discontinuing the medication,
in patients whose depression is persistently worse, or who are experiencing emergent suicidality or
symptoms that might be precursors to worsening depression or suicidality, especially if these symp-
toms are severe, abrupt in onset, or were not part of the patient’s presenting symptoms. If the decision
has been made to discontinue treatment, medication should be tapered, as rapidly as is feasible, but
with recognition that abrupt discontinuation can be associated with certain symptoms [see Dosage and
Administration]. Families and caregivers of patients being treated with antidepressants for major
depressive disorder or other indications, both psychiatric and nonpsychiatric, should be alerted about
the need to monitor patients for the emergence of agitation, irritability, unusual changes in behavior,
and the other symptoms described above, as well as the emergence of suicidality, and to report such
symptoms immediately to health care providers. Such monitoring should include daily observation by
families and caregivers [see also Patient Counseling Information]. Prescriptions for Lexapro should be
written for the smallest quantity of tablets consistent with good patient management, in order to reduce
the risk of overdose. Screening Patients for Bipolar Disorder-A major depressive episode may be the
initial presentation of bipolar disorder. It is generally believed (though not established in controlled
trials) that treating such an episode with an antidepressant alone may increase the likelihood of precip-
itation of a mixed/manic episode in patients at risk for bipolar disorder. Whether any of the symptoms
described above represent such a conversion is unknown. However, prior to initiating treatment with an
antidepressant, patients with depressive symptoms should be adequately screened to determine if they
are at risk for bipolar disorder; such screening should include a detailed psychiatric history, including
a family history of suicide, bipolar disorder, and depression. It should be noted that Lexapro is not
approved for use in treating bipolar depression. Serotonin Syndrome or Neuroleptic Malignant

y (NMS)-like F The development of a potentially life-threatening serotonin syndrome
or Neuroleptic Malignant Syndrome (NMS)-like reactions have been reported with SNRIs and
SSRils alone, including Lexapro treatment, but particularly with concomitant use of serotonergic drugs
(including triptans) with drugs which impair metabolism of serotonin (including MAOIs), or with anti-
psychotics or other dopamine antagonists. Serotonin syndrome symptoms may include mental status
changes (e.g., agitation, hallucinations, coma), autonomic instability (e.g., tachycardia, labile blood
pressure, hyperthermia), neuromuscular aberrations (e.g., hyperreflexia, incoordination) and/or gas-
trointestinal symptoms (e.g., nausea, vomiting, diarrhea). Serotonin syndrome, in its most severe form
can resemble neuroleptic malignant syndrome, which includes hyperthermia, muscle rigidity, autonomic
instability with possible rapid fluctuation of vital signs, and mental status changes. Patients should be
monitored for the emergence of serotonin syndrome or NMS-like signs and symptoms. The
concomitant use of Lexapro with MAQIs intended to treat depression is contraindicated. If concomitant
treatment of Lexapro with a 5-hydroxytryptamine receptor agonist (triptan) is clinically warranted, care-
ful observation of the patient is advised, particularly during treatment initiation and dose increases.
The concomitant use of Lexapro with serotonin precursors (such as tryptophan) is not recommended.
Treatment with Lexapro and any concomitant serotonergic or antidopaminergic agents, including
antipsychotics, should be discontinued immediately if the above events occur and supportive

limiting, there have been reports of serious discontinuation symptoms. Patients should be monitored
for these symptoms when discontinuing treatment with Lexapro. A gradual reduction in the dose rather
than abrupt cessation is recommended whenever possible. If intolerable symptoms occur following a
decrease in the dose or upon discontinuation of treatment, then resuming the previously prescribed
dose may be considered. Subsequently, the physician may continue decreasing the dose but at a more
gradual rate [see Dosage and Administration]. Seizures-Although anticonvulsant effects of racemic
citalopram have been observed in animal studies, Lexapro has not been systematically evaluated in
patients with a seizure disorder. These patients were excluded from clinical studies during the product’s
premarketing testing. In clinical trials of Lexapro, cases of convulsion have been reported in associa-
tion with Lexapro treatment. Like other drugs effective in the treatment of major depressive disorder,
Lexapro should be introduced with care in patients with a history of seizure disorder. Activation of
Mania/Hypomania-In placebo-controlled trials of Lexapro in major depressive disorder, activation of
mania’hypomania was reported in one (0.1%) of 715 patients treated with Lexapro and in none of the
592 patients treated with placebo. One additional case of hypomania has been reported in association
with Lexapro treatment. Activation of mania/hypomania has also been reported in a small proportion of
patients with major affective disorders treated with racemic citalopram and other marketed drugs
effective in the treatment of major depressive disorder. As with all drugs effective in the treatment
of major depressive disorder, Lexapro should be used cautiously in patients with a history of mania.
Hyponatremia-Hyponatremia may occur as a result of treatment with SSRIs and SNRIs, including
Lexapro. In many cases, this hyponatremia appears to be the result of the syndrome of inappropriate
antidiuretic hormone secretion (SIADH), and was reversible when Lexapro was discontinued. Cases
with serum sodium lower than 110 mmol/L have been reported. Elderly patients may be at greater risk
of developing hyponatremia with SSRIs and SNRIs. Also, patients taking diuretics or who are otherwise
volume depleted may be at greater risk [see Geriatric Use]. Discontinuation of Lexapro should be con-
sidered in patients with symptomatic hyponatremia and appropriate medical intervention should be
instituted. Signs and symptoms of hyponatremia include headache, difficulty concentrating, memory
impairment, confusion, weakness, and unsteadiness, which may lead to falls. Signs and symptoms
associated with more severe and/or acute cases have included hallucination, syncope, seizure, coma,
respiratory arrest, and death. Abnormal Bleeding-SSRIs and SNRIs, including Lexapro, may increase
the risk of bleeding events. Concomitant use of aspirin, nonsteroidal anti-inflammatory drugs, warfarin,
and other anticoagulants may add to the risk. Case reports and epidemiological studies (case-control
and cohort design) have demonstrated an association between use of drugs that interfere with
serotonin reuptake and the occurrence of gastrointestinal bleeding. Bleeding events related to SSRIs
and SNRIs use have ranged from ecchymoses, hematomas, epistaxis, and petechiae to life-threatening
hemorrhages. Patients should be cautioned about the risk of bleeding associated with the concomitant
use of Lexapro and NSAIDs, aspirin, or other drugs that affect coagulation. Interference with Cognitive
and Motor Performance-In a study in normal volunteers, Lexapro 10 mg/day did not produce impair-
ment of intellectual function or psychomotor performance. Because any psychoactive drug may impair
judgment, thinking, or motor skills, however, patients should be cautioned about operating hazardous
machinery, including automobiles, until they are reasonably certain that Lexapro therapy does not affect
their ability to engage in such activities. Use in Patients with Concomitant Iliness-Clinical experience
with Lexapro in patients with certain concomitant systemic illnesses is limited. Caution is advisable
in using Lexapro in patients with diseases or conditions that produce altered metabolism or hemody-
namic responses. Lexapro has not been systematically evaluated in patients with a recent history of
myocardial infarction or unstable heart disease. Patients with these diagnoses were generally excluded
from clinical studies during the product’s premarketing testing. In subjects with hepatic impairment,
clearance of racemic citalopram was decreased and plasma concentrations were increased. The recom-
mended dose of Lexapro in hepatically impaired patients is 10 mg/day [see Dosage and Administration].
Because escitalopram is extensively metabolized, excretion of unchanged drug in urine is a minor route
of elimination. Until adequate numbers of patients with severe renal impairment have been evaluated
during chronic treatment with Lexapro, however, it should be used with caution in such patients [see
Dosage and Administration]. Potential for Interaction with Monoamine Oxidase Inhibitors-In patients
receiving serotonin reuptake inhibitor drugs in combination with a monoamine oxidase inhibitor
(MAOI), there have been reports of serious, sometimes fatal, reactions including hyperthermia,
rigidity, myoclonus, autonomic instability with possible rapid fluctuations of vital signs, and mental
status changes that include extreme agitation progressing to delirium and coma. These reactions have
also been reported in patients who have recently discontinued SSRI treatment and have been started
on an MAOI. Some cases presented with features resembling neuroleptic malignant syndrome.



Furthermore, limited animal data on the effects of combined use of SSRIs and MAOIs suggest that these
drugs may act synergistically to elevate blood pressure and evoke behavioral excitation. Therefore, it is
recommended that Lexapro should not be used in combination with an MAOI, or within 14 days of discon-
tinuing treatment with an MAQI. Similarly, at least 14 days should be allowed after stopping Lexapro before
starting an MAOI. Serotonin syndrome has been reported in two patients who were concomitantly receiving
linezolid, an antibiotic which is a reversible non-selective MAOI.

ADVERSE REACTIONS: Clinical Trials Experience-Because clinical studies are conducted under widely vary-
ing conditions, adverse reaction rates observed in the clinical studies of a drug cannot be directly compared
to rates in the clinical studies of another drug and may not reflect the rates observed in practice. Clinical
Trial Data Sources; Pediatrics (6 -17 years)-Adverse events were collected in 576 pediatric patients (286
Lexapro, 290 placebo) with major depressive disorder in double-blind placebo-controlled studies. Safety and
effectiveness of Lexapro in pediatric patients less than 12 years of age has not been established. Adults-

Dose Dependency of Adverse Reactions-The potential dose dependency of common adverse reactions
(defined as an incidence rate of =5% in either the 10 mg or 20 mg Lexapro groups) was examined on the
basis of the combined incidence of adverse events in two fixed-dose trials. The overall incidence rates of
adverse events in 10 mg Lexapro-treated patients (66%) was similar to that of the placebo-treated patients
(61%), while the incidence rate in 20 mg/day Lexapro-treated patients was greater (86%). Table 4 shows
common adverse reactions that occurred in the 20 mg/day Lexapro group with an incidence that was approx-
imately twice that of the 10 mg/day Lexapro group and approximately twice that of the placebo group.

Adverse events information for Lexapro was collected from 715 patients with major depressive disorder who
were exposed to escitalopram and from 592 patients who were exposed to placebo in double-blind, placebo-
controlled trials. An additional 284 patients with major depressive disorder were newly exposed to escitalo-
pram in open-label trials. The adverse event information for Lexapro in patients with GAD was collected from
429 patients exposed to escitalopram and from 427 patients exposed to placebo in double-blind, placebo-
controlled trials. Adverse events during exposure were obtained primarily by general inquiry and recorded by
clinical investigators using terminology of their own choosing. Consequently, it is not possible to provide a
meaningful estimate of the proportion of individuals experiencing adverse events without first grouping
similar types of events into a smaller number of standardized event categories. In the tables and tabulations
that follow, standard World Health Organization (WHO) terminology has been used to classify reported
adverse events. The stated frequencies of adverse reactions represent the proportion of individuals who
experienced, at least once, a treatment-emergent adverse event of the type listed. An event was considered
treatment-emergent if it occurred for the first time or worsened while receiving therapy following baseline
evaluation. Adverse Events Associated with Discontinuation of Treatment; Major Depressive Disorder;
Pediatrics (6 -17 years)-Adverse events were associated with discontinuation of 3.5% of 286 patients receiv-
ing Lexapro and 1% of 290 patients receiving placebo. The most common adverse event (incidence at least
1% for Lexapro and greater than placebo) associated with discontinuation was insomnia (1% Lexapro, 0%
placebo). Adults-Among the 715 depressed patients who received Lexapro in placebo-controlled trials, 6%
discontinued treatment due to an adverse event, as compared to 2% of 592 patients receiving placebo. In
two fixed-dose studies, the rate of discontinuation for adverse events in patients receiving 10 mg/day
Lexapro was not significantly different from the rate of discontinuation for adverse events in patients receiv -
ing placebo. The rate of discontinuation for adverse events in patients assigned to a fixed dose of 20 mg/day
Lexapro was 10%, which was significantly different from the rate of discontinuation for adverse events in

postmarketing reports describing patients with weakness, hyperreflexia, and incoordination following the use
of an SSRI and sumatriptan. If concomitant treatment with sumatriptan and an SSRI (e.qg., fluoxetine, fluvox-
amine, paroxetine, sertraline, citalopram, escitalopram) is clinically warranted, appropriate observation of the
patient is advised. Theophylline-Combined administration of racemic citalopram (40 mg/day for 21 days)
and the CYP1A2 substrate theophylline (single dose of 300 mg) did not affect the pharmacokinetics of
theophylline. The effect of theophylline on the pharmacokinetics of citalopram was not evaluated. Warfarin-
Administration of 40 mg/day racemic citalopram for 21 days did not affect the pharmacokinetics of warfarin,
a CYP3A4 substrate. Prothrombin time was increased by 5%, the clinical significance of which is unknown.
Carbamazepine-Combined administration of racemic citalopram (40 mg/day for 14 days) and carba-
mazepine (titrated to 400 mg/day for 35 days) did not significantly affect the pharmacokinetics of
carbamazepine, a CYP3A4 substrate. Although trough citalopram plasma levels were unaffected, given the
enzyme-inducing properties of carbamazepine, the possibility that carbamazepine might increase the
clearance of escitalopram should be considered if the two drugs are coadministered. Triazolam-Combined
administration of racemic citalopram (titrated to 40 mg/day for 28 days) and the CYP3A4 substrate
triazolam (single dose of 0.25 mg) did not significantly affect the pharmacokinetics of either citalopram or
triazolam. Ketoconazole-Combined administration of racemic citalopram (40 mg) and ketoconazole
(200 mg), a potent CYP3A4 inhibitor, decreased the Cy,, and AUC of ketoconazole by 21% and 10%,
respectively, and did not significantly affect the pharmacokinetics of citalopram. Ritonavir-Combined admin-
istration of a single dose of ritonavir (600 mg), both a CYP3A4 substrate and a potent inhibitor of CYP3A4,
and escitalopram (20 mg) did not affect the pharmacokinetics of either ritonavir or escitalopram. CYP3A4
and -2C19 Inhlhlturs In vitro studies indicated that CYP3A4 and -2C19 are the primary enzymes involved in

TABLE 4
of Adverse in Patients with Major
Depressive Disorder
Adverse Reaction Placebo 10 mg/day 20 mg/day
(N=311) Lexapro Lexapro
(N=310) (N=125)
Insomnia 4% 7% 14%
Diarrhea 5% 6% 14%
Dry Mouth 3% 4% 9%
Somnolence 1% 4% 9%
Dizziness 2% 4% 7%
Sweating Increased <1% 3% 8%
Constipation 1% 3% 6%
Fatigue 2% 2% 6%
Indigestion 1% 2% 6%

Male and Female Sexual Dysfunction with SSRIs-Although changes in sexual desire, sexual performance,
and sexual satisfaction often occur as manifestations of a psychiatric disorder, they may also be a conse-
quence of pharmacologic treatment. In particular, some evidence suggests that SSRIs can cause such unto-
ward sexual experiences. Reliable estimates of the incidence and severity of untoward experiences involving
sexual desire, performance, and satisfaction are difficult to obtain, however, in part because patients and
physicians may be reluctant to discuss them. Accordingly, estimates of the incidence of untoward sexual
experience and performance cited in product labeling are likely to underestimate their actual incidence.

patients receiving 10 mg/day Lexapro (4%) and placebo (3%). Adverse events that were
discontinuation of at least 1% of patients treated with Lexapro, and for which the rate was at least twice that
of placebo, were nausea (2%) and ejaculation disorder (2% of male patients). Generalized Anxiety Disorder;
Adults-Among the 429 GAD patients who received Lexapro 10-20 mg/day in placebo-controlled trials, 8%
discontinued treatment due to an adverse event, as compared to 4% of 427 patients receiving placebo.
Adverse events that were associated with the discontinuation of at least 1% of patients treated with Lexapro,
and for which the rate was at least twice the placebo rate, were nausea (2%), insomnia (1%),
(1%). Incidence of Adverse Reactions in Placebo-Controlled Clinical Trials; Major Depressive Disorder;
Pediatrics (6 -17 years)-The overall profile of adverse reactions in pediatric patients was generally similar
to that seen in adult studies, as shown in Table 2. However, the following adverse reactions (excludlng
those which appear in Table 2 and those for which the coded terms were uninformative or mi

were reported at an incidence of at least 2% for Lexapro and greater than placebo: back pain, urinary
tract infection, vomiting, and nasal congestion. Adults-The most commonly observed adverse reactions
in Lexapro patients (incidence of approximately 5% or greater and approximately twice the incidence in
placebo patients) were insomnia, ejaculation disorder (primarily ejaculatory delay), nausea, sweating
increased, fatigue, and somnolence. Table 2 enumerates the incidence, rounded to the nearest percent, of
treatment-emergent adverse events that occurred among 715 depressed patients who received Lexapro at
doses ranging from 10 to 20 mg/day in placebo-controlled trials. Events included are those occurring in 2%
or more of patients treated with Lexapro and for which the incidence in patients treated with Lexapro was
greater than the incidence in placebo-treated patients.

TABLE 5
; of Sexual Side Effects in Placebo-Controlled Clinical Trials
d with the Adverse Event Lexapro Placeho
In Males Only
(N=407) (N=383)
Ejaculation Disorder

(primarily ejaculatory delay) 12% 1%

and fatigue  [Libido Decreased 6% 2%

Impotence 2% <1%

In Females Only

(N=737) (N=636)

Libido Decreased 3% 1%

Anorgasmia 3% <1%

There are no adequately designed studies examining sexual dysfunction with escitalopram treatment.
Priapism has been reported with all SSRIs. While it is difficult to know the precise risk of sexual dysfunction
associated with the use of SSRIs, physicians should routinely inquire about such possible side effects. Vital
Sign Changes-Lexapro and placebo groups were compared with respect to (1) mean change from baseline
in vital signs (pulse, systolic blood pressure, and diastolic blood pressure) and (2) the incidence of patients
meeting criteria for potentially clinically significant changes from baseline in these variables. These analyses
did not reveal any clinically important changes in vital signs associated with Lexapro treatment. In addition,
a comparison of supine and standing vital sign measures in subjects receiving Lexapro indicated that
Lexapro treatment is not associated with orthostatic changes. Weight Changes-Patients treated with Lexapro
in controlled trials did not differ from placebo-treated patients with regard to clinically important change in
body weight. Laboratory Changes-Lexapro and placebo groups were compared with respect to (1) mean
change from baseline in various serum chemistry, hematology, and urinalysis variables, and (2) the incidence
of patients meeting criteria for potentially clinically significant changes from baseline in these variables.

revealed no clinically important changes in laboratory test parameters associated with
Lexapro treatment. ECG Changes-Electrocardiograms from Lexapro (N=625), racemic citalopram (N=351),
and placebo (N=527) groups were compared with respect to (1) mean change from baseline in various ECG
parameters and (2) the incidence of patients meeting criteria for potentially clinically significant changes from
baseline in these variables. These analyses revealed (1) a decrease in heart rate of 2.2 bpm for Lexapro and
2.7 bpm for racemic citalopram, compared to an increase of 0.3 bpm for placebo and (2) an increase in QTc
interval of 3.9 msec for Lexapro and 3.7 msec for racemic citalopram, compared to 0.5 msec for placebo.
Neither Lexapro nor racemic citalopram were associated with the development of clinically significant ECG
abnormalities. Other Reactions Observed During the Premarketing Evaluation of Lexapro-Following is a list
of treatment-emergent adverse events, as defined in the introduction to the ADVERSE REACTIONS section,
reported by the 1428 patients treated with Lexapro for periods of up to one year in double-blind or open-label
clinical trials during its premarketing evaluation. The listing does not include those events already listed
in Tables 2 & 3, those events for which a drug cause was remote and at a rate less than 1% or lower than
placebo, those events which were so general as to be uninformative, and those events reported only once
which did not have a substantial probability of being acutely life threatening. Events are categorized by body
system. Events of major clinical importance are described in the Warnings and Precautions section.
Cardiovascular - hypertension, palpitation. Central and Peripheral Nervous System Disorders - light-headed
feeling, migraine. Gastrointestinal Disorders - abdominal cramp, heartburn, gastroenteritis. General - allergy,
chest pain, fever, hot flushes, pain in limb. Metabolic and Nutritional Disorders - increased weight.

System Disorders - arthralgia, myalgia jaw stiffness. Psychiatric Disorders - appetite
increased, concentration impaired, irritability. Reproductive Disorders/Female - menstrual cramps, menstrual
dlsorder Respiratory System Disorders - bronchitis, coughing, nasal congestion, sinus congestion, sinus

Skin and Appendages Disorders - rash. Special Senses - vision blurred, tinnitus. Urinary System

Disorders - urinary frequency, urinary tract infection. Post-Marketing Experience; Adverse Reactions
to the Marketing of Escitalopram-The following additional adverse reactions have

1Primarily ejaculatory delay.
2Denominator used was for males only (N=225 Lexapro; N=188 placebo).
3Denominator used was for females only (N=490 Lexapro; N=404 placebo).

Generalized Anxiety Disorder; Adults-The most commonly observed adverse reactions in Lexapro patients
(incidence of approximately 5% or greater and approximately twice the incidence in placebo patients) were
nausea, ejaculation disorder (primarily ejaculatory delay), insomnia, fatigue, decreased libido, and anorgas-
mia. Table 3 enumerates the incidence, rounded to the nearest percent of treatment-emergent adverse events
that occurred among 429 GAD patients who received Lexapro 10 to 20 mg/day in placebo-controlled trials.
Events included are those occurring in 2% or more of patients treated with Lexapro and for which the
incidence in patients treated with Lexapro was greater than the incidence in placebo-treated patients.

TABLE 2
Adverse Observed with a Frequency of = 2%
and Greater Than Placebo for Major Depressive Disorder
Adverse Reaction Lexapro Placebo
(N=715) (N=592)
Nervous System D These Iy
Dry Mouth 6% 5%
Sweating Increased 5% 2%
Central & Peripheral Nervous System Disorders
Dizziness 5% 3%
Gastrointestinal Disorders
Nausea 15% 7%
Diarrhea 8% 5%
Constipation 3% 1%
Indigestion 3% 1%
Abdominal Pain 2% 1%
General
Influenza-like Symptoms 5% 4%
Fatigue 5% 2%
Psychiatric Di:
Insomnia 9% 4%
Somnolence 6% 2%
Appetite Decreased 3% 1%
Libido Decreased 3% 1%
y System Disorders Hanh
Rhinitis 5% 4%
Sinusitis 3% 2%
Urogenital
Ejaculation Disorder!-2 9% <1%
Impotence? 3% <1%
Anorgasmia® 2% <1%

been identified from spontaneous reports of escitalopram received worldwide. These adverse reactions have
been chosen for inclusion because of a combination of seriousness, frequency of reporting, or potential
causal connection to escitalopram and have not been listed elsewhere in labeling. However, because these
adverse reactions were reported voluntarily from a population of uncertain size, it is not always possible to
reliably estimate their frequency or establish a causal relationship to drug exposure. These events include:
Blood and Lymphatic System Disorders: anemia, agranulocytis, aplastic anemia, hemolytic anemia, idiopathic
thrombocytopenia purpura, leukopenia, thrombocytopenia. Cardiac Disorders: atrial fibrillation, bradycardia,
cardiac failure, myocardial infarction, tachycardia, torsade de pointes, ventricular arrhythmia, ventricular tachy-
cardia. Ear and Labyrinth Disorders: vertigo Endocrine Disorders: diabetes mellitus, hyperprolactinemia,
SIADH. Eye Disorders: diplopia, glaucoma, mydriasis, visual disturbance. Gastrointestinal Disorders: dyspha-
gia, gastrointestinal hemorrhage, gastroesophageal reflux, pancreatitis, rectal hemorrhage. General Disorders
and Administration Site Conditions: abnormal gait, asthenia, edema, fall, feeling abnormal, malaise.
Hepatobiliary Disorders: fulminant hepatitis, hepatic failure, hepatic necrosis, hepatitis. Immune System
Disorders: allergic reaction, anaphylaxis. Investigations: bilirubin increased, decreased weight, electrocardio-
gram QT prolongation, hepatic enzymes increased, hypercholesterolemia, INR increased, prothrombin
decreased. Metabolism and Nutrition Disorders: hyperglycemia, hypoglycemia, hypokalemia, hyponatremia.
Musculoskeletal and Connective Tissue Disorders: muscle cramp, muscle stiffness, muscle weakness, rhab-
domyolysis. Nervous System Disorders: akathisia, amnesia, ataxia, choreoathetosis, cerebrovascular accident,
dysarthria, dyskinesia, dystonia, extrapyramidal disorders, grand mal seizures (or convulsions), hypoaesthe-
sia, myoclonus, nystagmus, Parkinsonism, restless legs, seizures, syncope, tardive dyskinesia, tremor.
Pregnancy Puerperium and Perinatal Conditions: spontaneous abortion. Psychiatric Disorders: acute
, aggression, agitation, anger, anxiety, apathy, completed suicide, confusion, depersonalization,

depressmn aggravated, delirium, delusion, disorientation, feeling unreal, hallucinations (visual and auditory),
mood swings, nervousness, nightmare, panic reaction, paranoia, restlessness, self-harm or thoughts of
self-harm, suicide attempt, suicidal ideation, suicidal tendency. Renal and Urinary Disorders: acute renal
failure, dysuria, urinary retention. Reproductive System and Breast Disorders: menorrhagia, priapism.

Respi y, Thoracic and Mediastinal Disorders: dyspnea, epistaxis, pulmonary embolism, pulmonary
hypertension of the newborn. Skin and Subcutaneous Tissue Disorders: alopecia, angioedema, dermatitis,
ecchymosis, erythema multiforme, photosensitivity reaction, Stevens Johnson Syndrome, toxic epidermal
necrolysis, urticaria. Vascular Disorders: deep vein thrombosis, flushing, hypertensive crisis, hypotension,
orthostatic hypotension, phlebitis, thrombosis.

DRUG INTERACTIONS: Serotonergic Drugs-Based on the mechanism of action of SNRIs and SSRlIs includ-
ing Lexapro, and the potential for serotonin syndrome, caution is advised when Lexapro is coadministered
with other drugs that may affect the serotonergic neurotransmitter systems, such as triptans, linezolid (an
antlblotlc which is a reversible non-selective MAOQI), lithium, tramadol, or St. John's Wort [see Warnings and

Pi [ The concomitant use of Lexapro with other SSRIs, SNRIs or tryptophan is not recommended.
Trlptans-There have been rare postmarketing reports of serotonin syndrome with use of an SSRI and a
triptan. If concomitant treatment of Lexapro with a triptan is clinically warranted, careful observation of
the patient is advised, particularly during treatment initiation and dose increases [see Warnings and
Precautions). CNS Drugs- Given the primary CNS effects of escitalopram, caution should be used when it is
taken in combination with other centrally acting drugs. Alcohol-Although Lexapro did not potentiate
the cognitive and motor effects of alcohol in a clinical trial, as with other psychotropic medications, the use
of alcohol by patlents taking Lexapro is not recommended Monoamine Oxidase Inhlhllurs (MAOIs)-

1Primarily ejaculatory delay.
2Denominator used was for males only (N=182 Lexapro; N=195 placebo).
3Denominator used was for females only (N=247 Lexapro; N=232 placebo).

TABLE 3
Adverse Observed with a Frequency of = 2%
and Greater Than Placebo for Generalized Anxiety Disorder
Adverse Reactions Lexapro Placebo
(N=429) (N=427) .

A ic Nervous System Disorders

Dry Mouth 9% 5%

Sweating Increased 4% 1%
Central & Peripheral Nervous System Disorders

Headache 24% 17%

Paresthesia 2% 1%
Gastroi Disorders

Nausea 18% 8%

Diarrhea 8% 6%

Constipation 5% 4%

Indigestion 3% 2%

Vomiting 3% 1%

Abdominal Pain 2% 1%

Flatulence 2% 1%

Toothache 2% 0%
General

Fatigue 8% 2%

Influenza-like Symptoms 5% 4%
M System Disorder [see C

Neck/Shoulder Pain 3% 1%
Psychiatric

Somnolence 13% 7%

Insomnia 12% 6%

Libido Decreased 7% 2%

Dreaming Abnormal 3% 2%

Appetite Decreased 3% 1% racemic citalopram, combined

Lethargy 3% 1%

i y System Disorders

Yawning 2% 1%
Urogenital

Ejaculation Disorder!2 14% 2%

Anorgasmia® 6% <1%

Menstrual Disorder 2% 1%

and Warnings and Pre ]. Drugs That With (NSAIDs,
Aspirin, Warfarin, etc.)-Serotonin release by platelets plays an important role in hemostasis.
Epidemiological studies of the case-control and cohort design that have demonstrated an association
between use of psychotropic drugs that interfere with serotonin reuptake and the occurrence of upper
gastrointestinal bleeding have also shown that concurrent use of an NSAID or aspirin may potentiate the risk
of bleeding. Altered anticoagulant effects, including increased bleeding, have been reported when SSRIs and
SNRIs are coadministered with warfarin. Patients receiving warfarin therapy should be carefully monitored
when Lexapro is initiated or d|scont|nued Cimetidine-In subjects who had received 21 days of 40 mg/day
i ion of 400 mg/day cimetidine for 8 days resulted in an increase in
citalopram AUC and Cp,y Of 43% and 39%, respectively. The clinical significance of these findings is
unknown. Digoxin-In subjects who had received 21 days of 40 mg/day racemic citalopram, combined admin-
istration of citalopram and digoxin (single dose of 1 mg) did not significantly affect the pharmacokinetics of
either citalopram or digoxin. Lithium-Coadministration of racemic citalopram (40 mg/day for 10 days) and
lithium (30 mmol/day for 5 days) had no significant effect on the pharmacokinetics of citalopram or lithium.
Nevertheless, plasma lithium levels should be monitored with appropriate adjustment to the lithium dose in
accordance with standard clinical practice. Because lithium may enhance the serotonergic effects of escitalo-
pram, caution should be exercised when Lexapro and lithium are coadministered. Pimozide and Celexa-In
a controlled study, a single dose of pimozide 2 mg co-administered with racemic citalopram 40 mg given
once daily for 11 days was associated with a mean increase in QTc values of approximately 10 msec
compared to pimozide given alone. Racemic citalopram did not alter the mean AUC or Cp,, of pimozide.
The mechanism of this pharmacodynamic interaction is not known. Sumatriptan-There have been rare

the of am. However, coadministration of escitalopram (20 mg) and ritonavir (600 mg),
a potent inhibitor of CYP3A4, did not significantly affect the pharmacokinetics of escitalopram. Because esc-
italopram is metabolized by multiple enzyme systems, inhibition of a single enzyme may not appreciably
decrease escitalopram clearance. Drugs Metabolized by Cytochrome P4502D6-/n vitro studies did not reveal
an inhibitory effect of escitalopram on CYP2D6. In addition, steady state levels of racemic citalopram were
not significantly different in poor metabolizers and extensive CYP2D6 metabolizers after multiple-dose
administration of citalopram, suggesting that coadministration, with escitalopram, of a drug that inhibits
CYP2D6, is unlikely to have clinically significant effects on escitalopram metabolism. However, there are
limited in vivo data suggesting a modest CYP2D6 inhibitory effect for escitalopram, i.e., coadministration of
escitalopram (20 mg/day for 21 days) with the tricyclic antidepressant desipramine (single dose of 50 mg),
a substrate for CYP2D6, resulted in a 40% increase in Cp,,, and a 100% increase in AUC of desipramine. The
clinical significance of this finding is unknown. Nevertheless, caution is indicated in the coadministration of
escitalopram and drugs metabolized by CYP2D6. Metoprolol-Administration of 20 mg/day Lexapro
for 21 days in healthy volunteers resulted in a 50% increase in Cp,, and 82% increase in AUC of the beta-
adrenergic blocker metoprolol (given in a single dose of 100 mg). Increased metoprolol plasma levels have
been associated with decreased cardioselectivity. Coadministration of Lexapro and metoprolol had no
clinically significant effects on blood pressure or heart rate. Electroconvulsive Therapy (ECT)-There are no
clinical studies of the combined use of ECT and escitalopram.

USE IN SPECIFIC POPULATIONS: Pregnancy; Pregnancy Category C-In a rat embryo/fetal development
study, oral administration of escitalopram (56, 112, or 150 mg/kg/day) to pregnant animals during the
period of organogenesis resulted in decreased fetal body weight and associated delays in ossification at the
two higher doses (approximately = 56 times the maximum recommended human dose [MRHD] of 20 mg/day
on a body surface area [mg/m2] basis). Maternal toxicity (clinical signs and decreased body weight gain and
food consumption), mild at 56 mg/kg/day, was present at all dose levels. The developmental no-effect dose
of 56 mg/kg/day is approximately 28 times the MRHD on a mg/m? basis. No teratogenicity was observed at
any of the doses tested (as high as 75 times the MRHD on a mg/m? basis). When female rats were treated
with escitalopram (6, 12, 24, or 48 mg/kg/day) during pregnancy and through weaning, slightly increased
offspring mortality and growth retardation were noted at 48 mg/kg/day which is approximately 24 times the
MRHD on a mg/m? basis. Slight maternal toxicity (clinical signs and decreased body weight gain and food
consumption) was seen at this dose. Slightly increased offspring mortality was also seen at 24 mg/kg/day.
The no-effect dose was 12 mg/kg/day which is approximately 6 times the MRHD on a mg/m? basis. In
animal reproduction studies, racemic citalopram has been shown to have adverse effects on embryo/fetal
and postnatal development, including teratogenic effects, when administered at doses greater than human
therapeutic doses. In two rat embryo/fetal development studies, oral administration of racemic citalopram
(32, 56, or 112 mg/kg/day) to pregnant animals during the period of organogenesis resulted in decreased
embryo/fetal growth and survival and an increased incidence of fetal abnormalities (including cardiovascular
and skeletal defects) at the high dose. This dose was also associated with maternal toxicity (clinical signs,
decreased body weight gain). The developmental no-effect dose was 56 mg/kg/day. In a rabbit study, no
adverse effects on embryo/fetal development were observed at doses of racemic citalopram of up to
16 mg/kg/day. Thus, teratogenic effects of racemic citalopram were observed at a maternally toxic dose in
the rat and were not observed in the rabbit. When female rats were treated with racemic citalopram (4.8,
12.8, or 32 mg/kg/day) from late gestation through weaning, increased offspring mortality during the first
4 days after birth and persistent offspring growth retardation were observed at the highest dose. The no-
effect dose was 12.8 mg/kg/day. Similar effects on offspring mortality and growth were seen when dams
were treated throughout gestation and early lactation at doses = 24 mg/kg/day. A no-effect dose was not
determined in that study. There are no adequate and well-controlled studies in pregnant women; therefore,
escitalopram should be used during pregnancy only if the potential benefit justifies the potential risk to the
fetus. Pregnancy-Nonteratogenic Effects-Neonates exposed to Lexapro and other SSRIs or SNRIs, late in
the third trimester, have developed complications requiring prolonged hospitalization, respiratory support,
and tube feeding. Such complications can arise immediately upon delivery. Reported clinical findings have
included respiratory distress, cyanosis, apnea, seizures, temperature instability, feeding difficulty, vomiting,
hypoglycemia, hypotonia, hypertonia, hyperreflexia, tremor, jitteriness, irritability, and constant crying. These
features are consistent with either a direct toxic effect of SSRIs and SNRIs or, possibly, a drug discontinua-
tion syndrome. It should be noted that, in some cases, the clinical picture is consistent with serotonin
syndrome [see Warnings and Precautions]. Infants exposed to SSRIs in late pregnancy may have an
increased risk for persistent pulmonary hypertension of the newborn (PPHN). PPHN occurs in 1-2 per 1000
live births in the general population and is associated with substantial neonatal morbidity and mortality. In a
retrospective, case-control study of 377 women whose infants were born with PPHN and 836 women whose
infants were born healthy, the risk for developing PPHN was approximately six-fold higher for infants
exposed to SSRIs after the 20th week of gestation compared to infants who had not been exposed to
antidepressants during pregnancy. There is currently no corroborative evidence regarding the risk for PPHN
following exposure to SSRIs in pregnancy; this is the first study that has investigated the potential risk. The
study did not include enough cases with exposure to individual SSRIs to determine if all SSRIs posed
similar levels of PPHN risk. When treating a pregnant woman with Lexapro during the third trimester, the
physician should carefully consider both the potential risks and benefits of treatment [see Dosage and
Administration]. Physicians should note that in a prospective longitudinal study of 201 women with a
history of major depression who were euthymic at the beginning of pregnancy, women who discontinued
antidepressant medication during pregnancy were more likely to experience a relapse of major depression
than women who continued antidepressant medication. Labor and Delivery-The effect of Lexapro on labor
and delivery in humans is unknown. Nursing Mothers-Escitalopram is excreted in human breast milk.
Limited data from women taking 10-20 mg escitalopram showed that exclusively breast-fed infants receive
approximately 3.9% of the maternal weight-adjusted dose of escitalopram and 1.7% of the maternal
weight-adjusted dose of desmethylcitalopram. There were two reports of infants experiencing excessive
somnolence, decreased feeding, and weight loss in association with breastfeeding from a racemic
citalopram-treated mother; in one case, the infant was reported to recover completely upon discontinuation
of racemic citalopram by its mother and, in the second case, no follow-up information was available. Caution
should be exercised and breastfeeding infants should be observed for adverse reactions when Lexapro
is administered to a nursing woman. Pediatric Use-Safety and effectiveness of Lexapro has not been
established in pediatric patients (less than 12 years of age) with Major Depressive Disorder. Safety and effec-
tiveness of Lexapro has been established in adolescents (12 to 17 years of age) for the treatment of major
depressive disorder [see Clinical Studies). Although maintenance efficacy in adolescent patients with Major
Depressive Disorder has not been |uated, mai efficacy can be extrapolated from
adult data along with comparisons of escitalopram pharmacokinetic parameters in adults and adolescent
patients. Safety and effectiveness of Lexapro has not been established in pediatric patients less than 18 years
of age with Generalized Anxiety Disorder. Geriatric Use-Approximately 6% of the 1144 patients receiving
escitalopram in controlled trials of Lexapro in major depressive disorder and GAD were 60 years of age or
older; elderly patients in these trials received daily doses of Lexapro between 10 and 20 mg. The number
of elderly patients in these trials was insufficient to adequately assess for possible differential efficacy and
safety measures on the basis of age. Nevertheless, greater sensitivity of some elderly individuals to effects
of Lexapro cannot be ruled out. SSRIs and SNRIs, including Lexapro, have been associated with cases of
clinically significant hyponatremia in elderly patients, who may be at greater risk for this adverse event [see
Hyponatremia). In two pharmacokinetic studies, escitalopram half-life was increased by approximately 50%
in elderly subjects as compared to young subjects and Cp,,, was unchanged [see Clinical Pharmacology].
10 mg/day is the recommended dose for elderly patients [see Dosage and Administration]. Of 4422 patients
in clinical studies of racemic citalopram, 1357 were 60 and over, 1034 were 65 and over, and 457 were 75
and over. No overall differences in safety or effectiveness were observed between these subjects and younger
subjects, and other reported clinical experience has not identified differences in responses between the
elderly and younger patients, but again, greater sensitivity of some elderly individuals cannot be ruled out.
DRUG ABUSE AND DEPENDENCE: Abuse and Dependence; Physical and Psychological Dependence-Animal
studies suggest that the abuse liability of racemic citalopram is low. Lexapro has not been systematically
studied in humans for its potential for abuse, tolerance, or physical dependence. The premarketing clinical
experience with Lexapro did not reveal any drug-seeking behavior. However, these observations were not
systematic and it is not possible to predict on the basis of this limited experience the extent to which a
CNS-active drug will be misused, diverted, and/or abused once marketed. Consequently, physicians should
carefully evaluate Lexapro patients for history of drug abuse and follow such patients closely, observing them
for signs of misuse or abuse (e.g., development of tolerance, incrementations of dose, drug-seeking behavior).
OVERDOSAGE: Human Experience-In clinical trials of escitalopram, there were reports of escitalopram
overdose, including overdoses of up to 600 mg, with no associated fatalities. During the postmarketing
evaluation of escitalopram, Lexapro overdoses involving overdoses of over 1000 mg have been reported. As
with other SSRIs, a fatal outcome in a patient who has taken an overdose of escitalopram has been rarely
reported. Symptoms most often accompanying escitalopram overdose, alone or in combination with other
drugs and/or alcohol, included convulsions, coma, dizziness, hypotension, insomnia, nausea, vomiting, sinus
tachycardia, somnolence, and ECG changes (including QT prolongation and very rare cases of torsade de
pointes). Acute renal failure has been very rarely reported accompanying overdose. M: of
Overdose-Establish and maintain an airway to ensure adequate ventilation and oxygenation. Gastric evacua-
tion by lavage and use of activated charcoal should be considered. Careful observation and cardiac and vital
sign monitoring are recommended, along with general symptomatic and supportive care. Due to the large
volume of distribution of escitalopram, forced diuresis, dialysis, hemoperfusion, and exchange transfusion
are unlikely to be of benefit. There are no specific antidotes for Lexapro. In managing overdosage, consider
the possibility of multiple-drug involvement. The physician should consider contacting a poison control
center for additional information on the treatment of any overdose.
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Industry Briefs

* Ina phase 3 trial involving schizophre-
nia patients with predominant, persis-
tent negative symptoms, one-year treat-
ment with the antipsychotic medication
asenapine produced a statistically sig-
nificantly larger reduction in negative
symptoms than did olanzapine, Scher-
ing-Plough announced on July 24. Nega-
tive symptoms were measured by the total
score on the 16-item Negative Symptom
Assessment scale (NSA-16). A total of 468
patients were first randomized to either
olanzapine or asenapine in a 26-week,
double-blind study, and 195 of them con-
tinued for another 26 weeks of an exten-
sion study. The extension study was also
double-blind. At the end of the first 26
weeks, the negative symptom reduction
did not differ significantly between the
two groups. After one year, however, the
patients who participated in the extension
study had 15.8 pointand 11.0 point reduc-
tions from baseline, respectively, for the
asenapine and olanzapine groups on the
NSA-16 score. More information about
asepanine appears on page 2.

* A phase 2 trial of an investigational
antidepressant yielded positive results,
according to H. Lundbeck A/S, a Den-
mark-based pharmaceutical company, in
a July 2 announcement. The drug, known
as Lu AA24530, has been shown to mod-
ulate a number of serotonin receptors
and, in animal studies, increase acetyl-
choline, norepinephrine, dopamine, and
serotonin levels in certain brain regions.
In the double-blind, phase 2 trial, placebo
and duloxetine (as an active control) were
compared with three dosage levels of Lu
AA24530 for efficacy and safety in 652
patients with major depression during six
weeks of treatment. The drug beat pla-
cebo and met the primary and secondary
efficacy endpoints for depression symp-
toms, measured by standard scales, and
had tolerability similar to that for dulox-
etine, the company said. Lu AA24530 is
being developed by Lundbeck and Takeda
Pharmaceuticals for treatment of depres-
sion and anxiety disorders.

* Aninvestigational drug being developed
by Sepracor Inc. for treating major depres-
sive disorder failed to meetits primary effi-
cacy endpoint, the company announced on
July 1. The drug SEP-225289 was tested
in a phase 2, double-blind study of 514
patients for eight weeks and compared
with placebo and venlafaxine extended-
release. The company said the findings
were inconclusive, because the study
drug’s serum concentrations were unex-
pectedly low, which could indicate that
patients did not get enough active drug.
Pharmacologically, SEP-225289 inhib-
its serotonin, norepinephrine, and dopa-
mine reuptake transporters. The company
has notannounced whether it will proceed
with the drug’s development.

e Targacept Inc. released some results of
a phase 2b trial of its investigational drug
TC-5214, which was tested as an augmen-
tation treatment for major depression. In
the trial, 579 patients with major depres-
sion were first given citalopram for eight
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weeks. The 265 patients who were nonre-
sponders at the end of eight weeks were
then randomized to receive an add-on
treatment of either T'C-5214 or placebo
along with citalopram for another eight
weeks in a double-blind phase. The group
receiving T'C-5214 and citalopram had
significantly greater improvement in the
primary endpoint, reduction of the score
on the 17-item Hamilton Rating Scale for
Depression, than did the group receiv-
ing citalopram and placebo. The groups
also differed significantly in the secondary
efficacy endpoints that measured depres-
sive and cognitive symptoms. The trial
drug is an antagonist of neuronal nico-
tinic receptors (NNRs) and modulates the
alpha4beta2 NNR subtype. One patient
in the citalopram/TC-5214 group had a
seizure that was deemed to be related to
the study treatment.

Regulatory Briefs

e The National Institute for Health and
Clinical Excellence (NICE) announced
in June thatit would not change its guide-
lines on the use of domepezil, galan-
tamine, rivastigmine, and memantine.
NICE is an independent organization
that advises the National Health Service
of England, and its therapeutic guide-
lines are adopted by many other coun-
tries’ governments to set reimbursement
criteria. NICE guidelines, originally
issued in 2006, recommended that done-
pezil, galantamine, rivastigmine, and
memantine be used in treating moderate
Alzheimer’s disease only.

Japan-based Eisai and U.S.-based
Pfizer, which comarket donepezil, fought
NICE in court in the United Kingdom
over its recommendation that donepe-
zil should be used for treating moderate
Alzheimer’s disease only, arguing that
the drug is also effective in treating mild
Alzheimer’s disease and that NICE’s
pharmacoeconomic model was flawed.
The court then ruled that NICE should
have made the economic model used in
the decision making available for the
manufacturers to review and voice their
objections. After the economic model
was reviewed and commented on by the
manufacturers, NICE concluded that
“although a number of technical inac-
curacies were highlighted, and amend-
ments were made to the economic model,
these were not sufficient to change the
original conclusion that these treat-
ments are not cost-effective in the mild
stages of the disease.” In an announce-
ment released on July 1, the companies
repeated their criticism of NICE’s eco-
nomic model but said they would not
appeal the institute’s decision.

* In June, the FDA requested a safety-
related labeling change for atomoxetine,
a nonstimulant treatment for attention-
deficit/hyperactivity disorder (ADHD).
The “Warnings and Precautions” section
of the drug label was expanded to include
reported cases of severe liver injury that
occurred mostly within 120 days of start-
ing atomoxetine. A warning about ortho-
static hypotension and syncope was also
added. Details about the labeling changes
are posted at <www.fda.gov/Safety/

(§--¢-medl check

MedWatch/Safetylnformation/
ucml169981.bhtm>.

* AtitsJuly meeting, the European Med-
icines Agency’s Committee for Medici-
nal Products for Human Use (CHMP)
issued an opinion against an application
for marketing milnacipran as a treat-
ment for fibromyalgia. Milnacipran is
a selective serotonin and norepineph-
rine reuptake inhibitor. The commit-
tee reviewers decided that the efficacy of
milnacipran in short-term clinical trials
in fibromyalgia was marginal and were
concerned thatlong-term data in a Euro-
pean population were lacking. Milnacip-
ran is approved in the United States to
treat fibromyalgia.

® The CHMP turned down a previous
appeal by Pfizer at the July meeting and
again refused to approve pregabalin for
treatment of fibromyalgia. The committee
initially issued a negative opinion in April
in response to the company’s application.
Pregabalin has already been authorized for
the treatment of neuropathic pain, partial
seizures, and generalized anxiety disorder
in Europe. In the United States the drug
is approved for fibromyalgia, neuropathic
pain associated with diabetic peripheral
neuropathy, postherpetic neuralgia, and
partial seizures. The CHMP cited its
concerns that the drug’s benefits in clini-
cal trials had not been shown consistently
in either the short term or long term.
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Research Brief

The National Institute of Mental
Health announced on July 21 that it would
fund a large research project to investi-
gate early and aggressive treatment for
schizophrenia. The project, named the
Recovery After an Initial Schizophre-
nia Episode (RAISE) study, will compare
different interventions such as medica-
tion therapies and psychosocial treatment
immediately after first-episode schizo-
phrenia is diagnosed. These treatments
will be tested in real-world clinical set-
tings for their effectiveness in reducing
symptoms, preserving cognitive func-
tion, and preventing disability.

Two research groups have been
selected to lead the project: the Research
Foundation for Mental Hygiene in New
York City, led by Jeffrey Lieberman,
M.D.; and Zucker Hillside Hospital at
Feinstein Institute for Medical Research
in Manhasset, N.Y., led by John Kane,
M.D. Lieberman is the chair of APA’s
Council on Research and Quality Care,
chair of the Department of Psychiatry
at Columbia University College of Phy-
sicians and Surgeons, and director of
the New York State Psychiatric Insti-
tute. Kane is chair of the Department of
Psychiatry at Zucker Hillside Hospital
and a professor of both psychiatry and
neurology at Albert Einstein College
of Medicine. The research will be con-
ducted at multiple clinical sites across
the United States. H

Decisions

continued from page 16

that is guided by patients’ preferences and
by shared knowledge that stems from the
free flow of information.

The push for greater patient involve-
ment in mental health care was driven in
part by earlier studies indicating that many
people with mental disorders have no deci-
sion-making impairment. Mental health
advocates have noted that because most
patients ultimately decide for themselves
what they will or will not do in regard to
treatment, clinicians should embrace a
more formalized role for patients in decid-
ing a treatment course.

Recent research found that even for
patients with serious and persistent men-
tal illness, shared decision making offers
benefits. A study published in the August
Psychiatric Services found that a decision-
sharing approach between psychiatrists
and schizophrenia patients was useful for
well-informed and compliant patients and
for those who disliked their current anti-
psychotic medication. It was not useful for
patients who may have a reduced ability to
make decisions.

Similarly, a September 2007 report
in Psychiatric Services found that many
patients with severe mental illness pre-
ferred “active and collaborative roles,
similar to those [patients] with other
medical conditions.” The study found
that patients preferred greater partici-
pation in mental health treatment deci-
sions than they were generally allowed
and that they were particularly inter-
ested in having an active role in deci-

sions involving the use of psychotropic
medications.

Helping patients to play a larger role
in their medical decision making has been
limited by the need for more detailed
research on effective approaches and its
limitations. In recent years research in this
area has become a priority for the National
Institute of Mental Health (NIMH)
because patient involvement in treatment
decisions is seen as critical to an individ-
ual’s quality of life and autonomy and can
help improve health outcomes.

To date NIMH-supported research
has focused on understanding how
patients with psychiatric disorders make
decisions, testing interventions to sup-
port effective decision making, and mea-
suring the outcomes of patients sharing
in decision making.

As the research is completed, policy-
makers need to ensure that the findings
are made available to patients and caregiv-
ers so individuals can educate themselves
about their conditions or the conditions of
their loved ones, said Tony Coelho. Coelho,
chair of the Partnership to Improve Patient
Care, spoke in June at a briefing sponsored
by the Alliance for Health Reform.

“There is no way that providers and
patients get the information today that
they need,” he said. “Somebody in the
ivory tower knows and people write books
and do all kinds of things based on this
information, but it doesn’t get to patients
and to providers.”

The Empowering Medicare Patient
Choices Act is posted at <bttp://thomas.
loc.gov> by searching on the bill number,

S1133. 1
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Doing Double Duty for Patients

arlier this year I partici-
E pated in APA’s National

Advocacy Day, and 1
learned much about my pro-
fession, my legislature, and
how to communicate my
profession’s needs to my leg-
islators. I arrived an intimi-
dated resident and left trans-
formed into an empowered
constituent.

My experience at Advocacy
Day inspired me to get my col-
leagues involved in advocacy
at the state level. To do this,
[ knew I would have to anticipate potential
roadblocks and see if I could devise work-
able detours around any obstacles that
might limit residents’ participation (such as
leave and clinic obligations). So I decided to
approach my program director about get-
ting residents involved in advocacy. I told
him about my experience on Capitol Hill
and how all residents should know how to
advocate for their profession. Now came

the hard part. I asked if he would allow

Melinda Fierros, M.D., is a PGY-5 child and
adolescent psychiatry fellow at Wright State
University.

BY MELINDA FIERROS, M.D.

residents to participate
in the Ohio Psychiatric
Physicians Association’s
(OPPA) Advocacy Day
and countitas a work day.
He said yes, with the fol-
lowing conditions:

e There would have to
be a system of account-
ability (a sign-in sheet).
e We would have to
arrange coverage at our
clinical sites and get per-
mission from our attend-
ing physicians.

* We would have to write about our expe-
rience and turn it in to him.

What follows are my experiences at
OPPA’s Advocacy Day.

Two colleagues and I met at 8 a.m.,
got into one of our vehicles, and began
the drive to Columbus, where we would
soon be rubbing elbows with our elected
officials. There was an air of excitement
in the car, less about what would happen
later in the day and more about getting this
hour and a half to sit and catch up with
each other. We laughed and gossiped, and

I became sentimental as the realization
sank in that my fellow fourth-year resi-
dents would soon be leaving me behind to
finish out my child fellowship.

We parked close to a Doubletree
Hotel, and id-laden dreams of yummy
cookies entered my consciousness (the
Doubletree makes heavenly chocolate-
chip pecan cookies). My colleagues and
I made a plan (OK, I made the plan for
them) to return to the Doubletree after
our hard work with the politicians, in
search of said cookies.

OPPA had arranged for a few members
of Ohio’s state legislature to address the
participating advocates, and they thanked
us for being there, emphasized the impor-
tance of what we were doing, and noted
the impact we would have on legislative
decision making. The OPPA staff also
gave us a review of the Ohio legislative
system and the many legislative proposals
that were likely to have a direct impact on
our lives, including scope-of-practice and
insurance-parity issues. I was struck by the
enormity of it all and by how empowered
and important I felt.

We had faxed letters to our state rep-
resentatives in advance and requested
appointments on Advocacy Day. My two
colleagues and I devised an action plan
before we headed to our first scheduled
meeting, which was with Rep. Jarrod
Martin. He was held up in session, and so
we met with his aide, who was profusely
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On the Decline
Of Psychotherapy

n the July 3 issue, Psychiatric News pub-

lished yet another article lamenting the
decline of psychotherapy in the practice of
psychiatry (“Psychiatrists Lament Decline
of Key Treatment Modality”). It seems this
“tragedy” has been gradually occurring in
the field over a number of years. In mul-
tiple articles and lectures, it’s referred to
as “losing the mind.” Supposedly, psychi-
atry is in danger of becoming less of what
itis, and the rest of medicine will be worse
off because of it. Psychoanalytic/psycho-
dynamic psychiatric practitioners regard
themselves as the last bastion against the
creep of a non-feeling, coldhearted, high-
tech medical world. To these psychia-
trists, they are the guardians of humanity
in medicine; only a psychiatrist trained in
psychodynamic psychotherapy knows how
to talk and empathize with patients.

All of this is not only false, but insulting
to many nonpsychiatric physicians, who pro-
vide respectful listening to their patients.

The diminishing role of psychotherapy
in the psychiatrist’s tool bag isn’t a loss to
be mourned and resisted, but progress to be
praised and encouraged. It reflects a move
toward the medical identity of psychiatry.
The psychotherapy-oriented psychiatrists
would like to blame their demise on HMOs,
but the truth of the matter is, the decline
of psychotherapy by psychiatrists paral-
lels the growth of psychopharmacology.
It is also representative of the free-choice
and preference of our patients. The value
of psychotherapy and how much to pay for

=

itare determined by the mutual agreement
of physician and patient. Let’s be honest: a
person can receive quality psychotherapy
from a nonphysician. If psychiatrists want
to provide traditional psychotherapy, they
either have to charge a competitive fee or
convince the patient that the extra expense
is worth it. If our leaders were smart, they
would recognize the absurdity of emphasiz-
ing a skill that a social worker can provide
adequately at a much lower fee. In general
terms, there have always been two types of
physicians: those who are innovative and
open to new modalities of care, and those
who resist change and stick to roles that are
neither economically sound nor therapeuti-
cally advantageous.

In truth, the only damage done with the
decline of psychodynamic psychotherapy
by psychiatrists is to the pocketbooks of the
practitioners, not to the patients themselves.

ETHAN KASS, D.O., M.B.A.
Coral Springs, Fla.

R ecently I had two referral experiences
thatI would like to share. The circum-
stances of both were identical. An insur-
ance company had given two patients my
name—however, the company had given
out two names: that of a mental health
therapist who it said would perform the
evaluation and provide treatment and that
of “a psychiatrist for your medications.”
It does indeed appear that psychiatry has
traded off the “50-minute hour” for the
“15-minute med-check visit.” Perhaps the
time has come to change the official defi-
nition of what a psychiatrist does.

I began to wonder about this “sea
change”—not justin psychiatry but in medi-

cine in general—and the proverbial swinging
pendulum between mind and body. Clearly
one cannot have a psychogenic illness with-
out a brain, and as such, the neurosciences
and medications are a realistic consideration.
However, it does appear that we have taken
the psychotherapy out of psychiatry.

I began to wonder how this has come
about; it has been a slow and progressive
process. Periodically we read about circuit-
riding psychiatrists being subsidized lib-
erally by pharmaceutical companies. We
read about large pharmaceutical studies.
Rarely do we read about psychotherapy
studies—an exception being the article in
the October 1, 2008, Fournal of the Amer-
ican Medical Association, titled “Effective-
ness of Long-Term Psychodynamic Psy-
chotherapy: A Meta-Analysis.”

We see pharmaceutical ads saturating
the airwaves, magazines, and all manner
of reading material. We now have con-
flict-of-interest disclosures. One must
begin to wonder by whom and how is
psychiatry being defined. Or perhaps we
should remember the Watergate metaphor
and “follow the money.” I began to won-
der about how our psychiatrists are being
trained and what are the philosophies that
are defining their training—is it perhaps
an amalgam of big pharma, insurance
companies, and who knows what else?

Progress is inevitable and realistic. I
am not suggesting a return to the past—
that also had its limitations, biases, and
omissions. But, to repeat myself, we can-
not have a psychogenic illness without
a brain. We have established the appro-
priate need to examine the pivotal role
of the brain. However, perhaps it is time

apologetic. Among other topics, we dis-
cussed the importance of mental health
parity and ensuring that the intent of a
bill on parity was translated into practice
in its implementation. He listened to us
intently and took notes, asking questions
and thanking us for our visit.

We headed to our next meeting with
Sen. Chris Widener, who met with us for
some time. We discussed the importance
of providing mental health care to military
members and veterans. He asked us about
our own military experiences with men-
tal health care. We discussed the scope-
of-practice issues, and he made it clear that
he understood, noting that he is a licensed
architect and such issues arise in his pro-
fession. He thanked us and then graciously
posed for a picture.

We had done it! Our plan of action was
successful! We headed back to the park-
ing garage, feeling an enhanced sense of
not only accomplishment, but camarade-
rie as well. I looked forward to the long
drive home with my colleagues, but first,
cookies!

Having seen the impact that meeting
with legislators can have, I now believe
thatall residents should be required to par-
ticipate in some form of advocacy before
they graduate. I encourage all of you to
broach the subject of resident advocacy
with your program director and see if you
can devise creative ways to get you and
your colleagues involved. l

Readers are invited to submit letters not
more than 500 words long for possible
publication. Psychiatric News reserves the
right to edit letters and to publish them in
all editions, print, electronic, or other media.
Receipt of letters is not acknowledged.
Letters should be sent by mail to Psychi-
atric News, APA, Suite 1825, 1000 Wilson
Boulevard, Arlington, Va. 22209 or by e-mail
to pnews@psych.org. Clinical opinions

are not peer reviewed and thus should be
independently verified.

for psychiatry to reintroduce the 50-min-
ute hour and develop an equal interest in
examining the human side of that mind/

body equation.
CHESTER BERSCHLING, M.D.
Pittsburgh, Pa.

Conference on
Learning Disorders

he Interdisciplinary Council on Devel-

opmental and Learning Disorders will
hold its 2009 annual conference from
November 6 to 8 in Bethesda, Md.

"The goal of the conference is to help psy-
chiatrists and professionals from related
fields and parents integrate knowledge and
competencies from different disciplines that
willimprove prevention, assessment, diagno-
sis, and treatment of emotional and develop-
mental disorders in infancy and childhood.
Speakers will include Stanley Greenspan,
M.D.,, Ricki Robinson, M.D., Sally Rogers,
M.D., and Nancy Minshew, M.D.

More information is posted at <www.
icdl.com>. W
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CME

continued from page 1

APA and the American Medical Stu-
dent Association were the only medical
associations testifying at the hearing.

As a CME provider for tens of thou-
sands of psychiatrist members, APA has
been closely examining the potential con-
flict of interest in the education it pro-
vides, Scully testified. “We’ve taken con-
siderable pains to implement policies to
reduce the conflict of interest in the pro-
vision of continuing medical education,”
he told the senators.

In March APA’s Board of Trustees voted
to phase out all industry-supported sym-
posia at APA’s scientific meetings, the first
medical professional society to implement
this policy, Scully told the committee.

“This action is not withoutreal cost. . ...
For example, this year we’ll lose a million
and a half dollars in revenue that we would
have had,” said Scully. However, he noted
that “in the long run, we believe the elim-
ination of even the perception of undue
influence and maintaining or regaining
the public’s trust is well worth the cost.”

In March 2008 the AMA rejected a pro-
posal to ban commercial support for CME
presented by its Council on Ethical and
Judicial Affairs (CEJA). CEJA softened
its stance in its 2009 report and suggested
guidelines for “ethically permissible” com-
mercially supported CME. In June AMA
delegates again declined to adopt the rec-
ommendations.

At the hearing, Sen. Kohl expressed his
disappointment about the AMA’s contin-
ued lack of policy on the acceptance and
management of industry funding.

Credibility of Accrediting Body Questioned

From 1998 to 2007, industry-funded
CME activities that were accredited by
the Accreditation Council for Continuing
Medical Education (ACCME) increased
by more than 300 percent. The industry
funding reversed this upward trend in
2008, when it declined by $200 million, to
total approximately $1 billion.

The independent ACCME is the pri-
mary overseer of CME providers, and
its accreditation is recognized by med-
ical boards throughout the country.
However, its effectiveness in safeguard-
ing the quality and objectivity of CME
content was questioned by several pan-

elists at the hearing. Lewis Morris, chief
counsel of the Office of Inspector Gen-
eral (OIG) at the Department of Health
and Human Services, told the commit-
tee that the “ACCME’s role in mitigat-
ing commercial bias is limited. Over-
sight is complaint driven and occurs
after the fact.” He cited federal lawsuits
in which pharmaceutical companies
were accused of promoting off-label use
of prescription drugs that is disguised as
independently provided CME. Several
such lawsuits filed by the OIG and the
Justice Department in the past decade
have been settled for hundreds of mil-
lions of dollars.

“The current environment tolerates
industry sponsors’ preferential funding of
programs that serve the business needs of
the funders,” Morris said.

Steven Nissen, M.D., chair of the
Department of Cardiovascular Medicine
at the Cleveland Clinic, told the com-
mittee that the current oversight by the
ACCME is “largely ineffective” and that
the organization “appears uninterested
or incapable of enforcing [its rules].” He
recommended that the medical profession
needs an independent board to replace the
ACCME.

Murray Kopelow, M.D., M.S., chief
executive of the ACCME, vehemently
disputed the criticism at the hearing.
He told the committee that in 2007 the
ACCME began a public discussion on
whether commercial support for CME
should continue or be eliminated. In
March 2009, the ACCME board decided
that it would not be taking any action to
end commercial support for accredited
CME at this time. Kopelow noted that
the ACCME has been tightening its stan-
dards for CME providers in the past few
years to ensure their independence from
commercial interest.

In 2008 and 2009, the ACCME inves-
tigated and closed 17 inquiries of CME
providers, 12 of which related to commer-
cial support. Of the 12 inquiries, five were
found noncompliant and seven compliant
with the ACCME standards. Kopelow also
pointed out that the number of CME pro-
viders put on probation by the ACCME
increased from 1 percent before 2008 to
the current rate of 10 percent.

Kopelow insisted that the current over-
sight works: “The ACCME is the fire-

wall between promotion and education.

Settlement

continued from page 1

The agreement could provide signifi-
cant savings for the state. In research on
the New Jersey mental health system,
plaintiffs found that the annual cost for
each resident at a state psychiatric hospi-
tal was about $220,000, while the annual
cost for treatment and housing support for
the same type of patient in a community
setting was less than $40,000 a year.

Most important, of course, are the
patients themselves, said Joe Young,
executive director of DRN]J; the com-
munity services treatment approach is
highly preferred by people with mental
disabilities.

The settlementis similar to one Bazelon
reached last year with San Francisco over
its institutionalization of people deemed
capable of living in supportive housing. At
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least four similar lawsuits are pending in
other states.

All of the suits alleged that the state
or local government’s failure to provide
community services for the patients vio-
lated their legal duty under the Ameri-
cans With Disabilities Act and the U.S.
Supreme Court’s Olmstead decision to
care for people with disabilities in the
most integrated setting appropriate to
their needs.

“I hope it affects every community’s
policies over access to care with its empha-
sis on community housing as a much more
effective remedy for people with men-
tal illness,” Andrew Penn told Psychiat-
ric News. He is a senior staff attorney for
Bazelon and worked on the case.

Further information on the settle-
ment is posted at <www.bazelon.org/
newsroom/2009/7-29-07N JPAsettles.
btm#work>. A

Accredited CME is independent from
commercial interests.”

Benefits of Industry Funding Argued

Thomas Stossel, M.D., director of
the Translational Medicine Division
and senior physician of the Hematology
Division at Brigham and Women’s Hos-
pital, Harvard Medical School, testified
to the committee that modern medical
advances owe much to the close relation-
ship between industry and physicians.

“Of course companies are trying to
sell products,” Stossel acknowledged, but
that is not a bad thing. He believes that
the industry’s interest is consistent, not in
conflict, with patients’ own. He urged the
committee to examine “the quality of the
product, not . . . the motive of the pro-
ducer.” Industry involvement in CME
is beneficial to physicians and patients,
he maintained, as nonprofit organiza-
tions cannot rapidly disseminate the latest
research and information about new drugs
and technologies to clinical practice.

At the hearing, the committee’s rank-
ing member, Mel Martinez (R-Fla.), asked

why physicians cannot all be required to
pay for their continuing medical educa-
tion, thus eliminating the need for indus-
try subsidies.

Eliminating industry funding would
negatively affect physicians with limited
resources such as rural physicians and
residents, Stossel and Kopelow argued.
These physicians would have less access
to information on the newest products
and research.

An independent grant organization
that pools and distributes industry fund-
ing may serve as a firewall between com-
mercial interests and CME content, but
this mechanism seems to have little pros-
pect, Morris told the committee. He
gave an example of such a grant recently
established by the American Academy of
Orthopaedic Surgeons. The organiza-
tion’s board members who distribute the
grants are prohibited from relationships
with device or pharmaceutical companies.
So far, major device manufacturers in the
field have declined to contribute to this
organization and elected to make grants
directly to CME providers. B

Asenapine

continued from page 2

In these short-term trials, common
adverse reactions to asenapine included
somnolence, extrapyramidal symptoms,
akathisia, oral hypoesthesia, and dizziness.

In a long-term schizophrenia trial,
in which asenapine was compared with
olanzapine, the mean body weight gain
from baseline was 1.6 kg after one year;
patients who took olanzapine for one year
had a gain of 5.6 kg. Clinically meaning-
ful weight gain (at least 7 percent increase
from baseline) occurred in 14.7 percent of
patients on asenapine and 36.1 percent on
olanzapine.

In the short-term trials, these metabolic
indicators, including glucose and choles-
terol levels, appeared to be less affected by
asenapine than by olanzapine.

In the long-term schizophrenia trial,
three of the 908 patients (0.3 percent)
treated with asenapine had a QTc interval
increase from baseline of greater than 60
msec. None had a QTcinterval increase of
500 msec or more.

Ten of the 12 advisory committee
members voted to indicate that asenapine
has been shown to be effective and accept-

ably safe as an acute treatment for schizo-
phrenia. Nine agreed that the balance of
its effectiveness and safety is acceptable for
approval. Three advisors were troubled by
the one trial in which asenapine did not
beat placebo and were reluctant to support
its approval for this indication.

The two positive studies in bipolar I
disorder convinced the committee to vote
unanimously in favor of the efficacy and
safety of asenapine to treat that disorder.

Asenapine is formulated as sublin-
gual tablets to optimize its bioavailability
upon absorption, since the drug is exten-
sively metabolized in the liver. The tab-
let should not be swallowed. The approved
dosage for acute schizophrenia treatment
is 5 mg twice daily. The dosage for bipo-
lar I disorder is to start with 10 mg twice
daily with the option of decreasing to 5
mg twice daily if the patient experiences
adverse effects.

At the advisory meeting, the company
said it plans to study the drug in pediatric
and adolescent populations as well as for
long-term maintenance treatment for the
two disorders in adults.

Prescribing information for asenapine
is posted at <www.spfiles.com/pisaphrisvl.

pdf>. i

Applications Invited for APA/Shire Fellowship

pplications are invited for the 2010-

2011 APA/Shire Child and Adoles-
cent Psychiatry Fellowship Program.
Fellowships will be awarded to five resi-
dents to travel to APA’s 2010 and 2011
annual meetings and to work with men-
tors on issues in child and adolescent
psychiatry.

The fellowship was established in
2002 to interest general psychiatry resi-
dents in considering careers in child and
adolescent psychiatry through specific
educational opportunities unavailable to
them otherwise.

The fellowship is open to PGY-1
through PGY-3 residents. Applicants must
be APA members and have approval from
their training director or department chair.

The deadline for applications is Novem-
ber 20. They mustinclude a completed appli-
cation form; a 500-word letter of interest
detailing the applicant’s experience, knowl-
edge, and career path; curriculum vitae; and
a letter of support from a residency training
director or department chair including the
applicant’s potential contribution to child
and adolescent psychiatry.

The fellowship is supported by an
unrestricted educational grant from Shire
Pharmaceuticals.

Application materials are posted at
<www.psych.org/share/OMNA/APA
ShireChildAdolescentPsychiatryFellow
ship.aspx>. More information is available
by contacting Alison Bondurant at abon-
durant@psych.org or (703) 907-8639. R
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Freud

continued from page 4

He spoke in German. That may not
have been an impediment to much of his
audience. Clark, Johns Hopkins Uni-
versity, and the University of Chicago
were founded around the same time as
graduate research institutions based on
the German model. Many of those who
attended the lectures, including Stan-
ley Hall, had studied in Germany, and
German was the primary language of
research at the time. Reports of Freud’s
lectures also appeared in English the next
day in the Worcester Telegram.

Freud continued his discussion of the
history of psychoanalysis on Wednes-
day morning. On Thursday morning he
addressed the psychopathology of every-
day life, as expressed in the slips of tongue
and pen. He talked about infant sexuality

Pediatricians

continued from page 7

ships with psychiatrists and mental health
providers. The latter is reflected in the
AAP’s collaborating with psychiatrists
on the development of the statement, said
Michael Houston, M.D., chair of APA’s
Council on Children, Adolescents, and
Their Families.

“This new policy is welcome and an
important step forward,” Houston told
Psychiatric News. “Due to workforce short-
ages, ignorance, and stigma, only 1 in 5
of the children and adolescents who need
mental health care receives it.”

He added that the policy statement
fits in well with the work of APA’s Ad
Hoc Work Group on the Integration
of Psychiatry and Primary Care, which
is discussing ways to improve access to
mental health services for both children
and adults.

“The Future of Pediatrics: Mental
Health Competencies for Pediatric Pri-
mary Care” is posted at <bttp://pediatrics.
aappublications.ovrg/cgi/content/
full/124/1/410>. &

Flu

continued from page 6

Besides worrying about infection risk
to themselves, their families, and cowork-
ers, health workers had to deal with the
isolation enforced by quarantine proce-
dures. Access to hospitals was restricted,
handshaking was forbidden, and pro-
tective gear made everyone anonymous
without repeated introductions. Staff who
followed orders and avoided colleagues
reported greater stress, according to a
post-outbreak survey. Collectively, this
social isolation took its toll on workers,
said Maunder.

Novel influenza A (HIN1) may return
as a modest surge in the winter’s usual
flu cases or it may roar back like wildfire
across a dry prairie, but anyone involved
in caring for patients must be prepared for
any of its eventualities.

More information is posted at the
CDC’s flu Web site at <www.flu.gov/plan/
community/commitigation.btmi#I>. W

on Friday and transference and wish ful-
fillment on Saturday.

He seemed to appreciate the moment,
despite his earlier reticence.

“[A]s I stepped out to the platform at
Worcester to deliver my Five Lectures
upon Psycho-Analysis, it seemed like the
realization of some incredible day-dream,”
he wrote in 1925. “Psychoanalysis was no
longer a product of delusion; it had become
a valuable part of reality.”

The talks were ultimately compiled and
published as Five Lectures on Psycho-Analysis.

Freud wasn’t the only significant fig-
ure in town that week. Hall used Clark’s
20th anniversary as the focus for several
conferences intended to celebrate the uni-
versity as a major research center. (Clark
didn’t admit undergraduates until 1902,
and then only under pressure from its
eponymous patron, Jonas Clark.) Hall
organized sessions on biology, chemis-
try, physics, mathematics, and China and
the Far East. A conference on child wel-
fare was held in July.

Physicist Albert Michelson, the first
American to win a Nobel Prize in sci-
ence for his work on measuring the speed
of light, British physics Nobelist Ernest
Rutherford, and astronomer Percival Low-
ell were honored with degrees. Leo Backe-
land, inventor of the first fully synthetic
plastic, attended. Robert Goddard, who
later became known as the father of Amer-
ican rocketry, was a grad student at Clark
and appears in photographs of the distin-
guished attendees.

Besides Jung and Ferenczi, other
speakers or attendees from the realms
of psychiatry and psychology included
anthropologist Franz Boas; psychiatrists
Adolph Meyer and William Alanson
White; neuropathologist James J. Put-
nam, founder of the American Neurology
Association; and Mary Whiton Calkins,
the first woman president of the Ameri-
can Psychological Association. The phi-
losopher and psychologist William James
came up from Harvard to listen to one of
Freud’s lectures.

Solomon Carter Fuller, recognized
today as the first African-American
psychiatrist, attended, too, at the invi-
tation of Clark’s biology department.
Fuller was a neuropathologist at West-
borough State Hospital and was Hall’s
personal physician for a time. He, too,
had spent several years studying in Ger-
many, working part of the time in Alois
Alzheimer’s lab.

One nonscientist, Emma Goldman, the
well-known and widely feared anarchist,
a former resident of Worcester, was back
in town to speak, although not at Clark.
Goldman agreed with Freud that sexu-
ality was central to human development,
but thought that sexual expression, not
repression, was the source of human cre-
ativity, according to Candace Falk, Ph.D.,
editor and director of the Emma Gold-
man Papers at the University of Califor-
nia, Berkeley.

“The most important event of our
Worcester visit was an address given by
Sigmund Freud,” wrote Goldman in her
autobiography. “I was deeply impressed
by the lucidity of his mind and the sim-
plicity of his delivery. Among the array of
professors, looking stiff and important in
their university caps and gowns, Sigmund
Freud, in ordinary attire, unassuming,

almost shrinking, stood out like a giant
among pygmies.

“He had aged somewhat since I had
heard him in Vienna in 1896. He had
been reviled then as a Jew and irresponsi-
ble innovator; now he was a world figure;
but neither obloquy nor fame had influ-
enced the great man.”

Before returning to Europe, Freud
spent a few days after the conference with
Putnam at the latter’s camp in the Adiron-
dacks. Their interchanges strengthened
Putnam’s enthusiasm for psychoanalysis,
according to articles he wrote in the Four-
nal of Abnormal Psychology.

Ripples from the Clark conference
spread, slowly at first, but then became a
tidal wave.

“The U.S. was already fertile ground
for Freud’s ideas,” said Robert Paul, Ph.D.,
a professor of anthropology and dean of
the College of Arts and Sciences at Emory
University, in an interview. “The 1909
conference paved the way for the move-
ment from Europe to the U.S. in the 1930s
that pushed psychoanalysis to dominate
psychiatry until the 1960s.”

Freud’s ideas also would change the cul-
tural world, as well, especially following
the horrors of World War I, added Tobin.
“In the 1920s, intellectuals and artists
who wanted to be modern latched onto
his ideas, not only about sexuality but also
regarding the notion that the mind worked
on many different layers.”

Today, we might look back at the con-
ferences with some degree of ambiv-
alence, but they played an important
role at the turn of the century in plac-
ing Clark on the map in the emerging
science of psychology, said Mark Free-
man, Ph.D.; a professor of psychology
at Holy Cross College in Worcester, in
an interview. “In addition to the famil-
iar clinical and experimental approaches
to psychology, Clark had—and has—an
interest in the conceptual, philosophi-
cal, and theoretical bases of the field,

especially in relationship to develop-
mental psychology.”

“The real value of the 1909 confer-
ence was Hall’s interest in drawing on a
variety of intellectual traditions and dis-
ciplines to inspire his campus,” Michael
Bamberg, Ph.D., a professor of psychol-
ogy at Clark, told Psychiatric News. “In
selecting his speakers, he was trying
things out, looking at innovative trends
in emerging disciplines that hadn’t made
it into the mainstream but were knock-
ing on the door.”

An agenda for Clark University’s com-
memoration of the centennial of Sigmund
Freud’s lectures is posted at <www.clarku.
edu/micro/freudcentennial/conferences/
index.cfin>. The New York Academy of
Medicine’s program is posted at <www.
nyam.org/events/?id=448&click=>. W

MH Care

continued from page 9

Despite the drop in the overall cost of
mental health care, out-of-pocket costs have
risen for patients. Out-of-pocket payments
for the treatment of psychiatric disorders
were among the highest for all disorders in
both 1996 and 2006 (see chart on page 9).
These payments rose from 23.1 percent of the
average amount individuals spent on mental
health care in 1996 to 25 percent in 2006.

That patient spending increase is con-
sistent with the fact that many solo mental
health clinicians, including psychiatrists,
practice outside of managed care systems
and are thus less likely to accept a managed
care benefit, Jacobs said.

A summary of the “Five Most Costly
Conditions, 1996 and 2006: Estimates for
the U.S. Civilian Noninstitutionalized
Population” is posted at <www.meps.abrq.
gov/mepsweb/data_files/publications/
st248/stat248.pdf>. A

Shah Wins Award

Parind Shah, M.D., a psychiatry res-
ident at Griffin Memorial Hospital
in Norman, Okla., has won the 2008
Hamilton Clinic Award, which hon-
ors outstanding writing in the men-
tal health field. He was awarded for his
paper “Referral of a Psychiatric Patient:
More Than Routine Patient Care.” The
award comes with a $1,000 check and was

established in 2007 by Oklahoma psychi-

atrist William Hamilton, M.D.

Another Oklahoma psychiatrist,
James Boger, M.D., a resident at the
University of Oklahoma Health Sci-
ences Center, won honorable mention
for his paper “Behavioral Improvement
and Decreased Parental Stress Associ-
ated With Vagus Nerve Stimulation in
a 6-Year-Old Child.”

Information about this year’s competi-
tion is available by phone at (580) 765-
3900. &

Blumenthal Named
Health Leader

he Commissioned Officers Associa-

tion of the U.S. Public Health Service
has announced that Susan J. Blumenthal,
M.D., is the recipient of its 2009 Health
Leader of the Year Award. She is a retired
rear admiral and assistant surgeon general
in the U.S. Public Health Service Com-
missioned Corps.

Blumenthal is being recognized for her
lifetime achievements and leadership in rais-
ing national awareness and scientific atten-

tion to women’s health issues, as well as a
range of other critical public health con-
cerns. Among her numerous accomplish-
ments, she was the first deputy assistant sec-
retary of women’s health in the Department
of Health and Human Services and served as
a White House advisor on health issues. She
is a recipient of the Distinguished Service
Medal of the U.S. Public Health Service.
Blumenthal is now director of the
Health and Medicine Program at the
Center for the Study of the Presidency
and Congress, where she leads its Com-
mission on Charting New Directions in

the field. W
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Patient Centered

Care Focused

Assistant Medical Director
Behavioral Health — Inpatient Care

HealthPartners Medical Group is a top multi-specialty group based in Minneapolis/St.
Paul, Minnesota. Regions Hospital is our busy NAMI “Provider of the Year” hospital in St.
Paul, home to our ER-based short-stay psychiatric unit and inpatient psychiatric facilities.

We are recruiting for an Inpatient Behavioral Health Medical Director at Regions Hospital.
In addition to maintaining substantive patient care responsibilities, this consensus-building
leader will measure and improve quality of inpatient psychiatric care and patient flow;
oversee our Psychiatric Consultation & Liaison Service; engage and supervise Regions
Hospital inpatient psychiatrists, moonlighters and Advanced Practice Providers; develop
and implement inpatient mental health policies/procedures; and ensure hospital regulatory
requirements are met (JCAHO, CMS, MN DMS, etc.). In addition, there will be a
substantial role with our psychiatric residents, medical students and NP/PA fellows.

Qualified candidates will have at least two (2) years’ experience leading and motivating
hospital-based Inpatient Behavioral Health care teams, and at least five (5) years recent
inpatient practice experience. Board Certification in Psychiatry and active, valid MN
medical licensure are required. We offer a competitive compensation and benefits package,
paid malpractice coverage, and a rewarding work environment.

Forward your CV and cover letter to lori.m.fake @healthpartners.com or apply online
at www.healthpartners.jobs. Call (800) 472-4695 x1 for more information. EOE

2=
Zn= HealthPartners®
Medical Group

It takes experience to see
the exception to the rule.

www.healthpartners.com www.regionshospital.com

At Psychiatrists Only, the nation’s most experienced recruitment and placement
firm, we specialize in bringing your unique professional (and individual) qualities
to light. With the industry’s largest database at our fingertips, we can help you
pinpoint the perfect locum tenens or permanent position and then present you
as the most uniquely qualified candidate.

After all, bringing the finest psychiatrists and the most successful practices
together is what makes us the exception to the rule.

GET NOTICED TODAY. Call 800.583.2256 and ask for Don or Scot, visit us at
www.psyonly.com and fill out our zip app or fax your CV to 800.838.9843

JL
T

Psychigtrists QGJQ )

e Prompt & Competitive Pay
e Comprehensive Malpractice Coverage
o State Medical Licensure Assistance

o Member, NAPR and Charter Member
of the National Association of Locum

Tenens Organizations psyOIlly.COIn

Department of
Veterans Affairs

Director of Residency Training
Harvard South Shore Psychiatry Residency Training Program
Department of Psychiatry Harvard Medical School
&
The VA Boston Healthcare System

Harvard Medical School and the VA Boston Healthcare System are recruiting a
Training Director for the Harvard South Shore Psychiatry Residency Training Program
(HSS). The Harvard Department of Psychiatry at the VA Boston Healthcare System has
undergone a major expansion of teaching, research, and academic clinical
programming over the past two years. The current Training Director is assuming the
duties of Departmental Chair for Academic Development, which will include ongoing
support to HSS including teaching, supervision, and consultative support to the
incoming Training Director.

HSS is a consortium program affiliated with Harvard Medical School and sponsored by
the VA Boston Healthcare System. Residents rotate among three Boston VA campuses,
other Harvard-affiliated training hospitals, and Massachusetts Department of Mental
Health facilities. HSS receives stable funding for 32 PGY I-IV resident positions plus
ample administrative support, not dependent on GME pass-through funding. Major
foci of program excellence include biopsychosocial assessment and interviewing
skills, academic development in research, teaching and leadership, evidence-based
pharmacotherapy, and manual-guided psychotherapies. Comprehensive program
description can be found at www.harvardsouthshorepsychiatry.org.

The competitive Training Director candidate will have strong academic credentials,
residency administration experience at the site or program level, and demonstrated
scholarly ability in arelevant field. The applicant must be board-certified in psychiatry
with aminimum of 5 years of post-residency experience, and is expected to qualify fora
Harvard Medical School appointment at the Assistant or Associate Professor level.

This position offers a highly competitive federal salary and benefits. VA Boston is an
Affirmative Action / Equal Opportunity Employer, and women and individuals from
health-underserved minority populations are encouraged to apply.

To apply, candidates should send a letter of interest, CV, and the names of three persons
to contact for references to:

Drs. Mark Bauer & Gary Kaplan, Search Committee Co-Chairs
940 Belmont Street, Brockton, MA 02301; or email materials to:
Eugene.Francois@va.gov with a copy to vhabhsjobs@med.va.gov
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Isn‘t It time

for something better?

Adult Psychiatrists
Bremerton, Washington

Group Health Permanente is currently seeking BE/BC
Adult Psychiatrist. Group Health is dedicated to
providing comprehensive, innovative & patient-centered
care to communities throughout WA. We offer flexible
schedules with generous benefits & competitive salaries

* |deal candidate will have knowledge & skills in
medication management and team consultation

* 100% outpatient opportunity perfect for those with
experience working with diverse patient populations

» Unparalleled living, Bremerton offers affordable
housing, excellent schools & breathtaking views

For additional information or to submit your CV, please contact:
Cayley Crotty — crotty.c@ghc.org
206-448-6519

EOE/AA

&) GroupHealth.

www.ghc.org/greatjob

PROFESSIONAL OPPORTUNITIES / pn.psychiatryonline.org




Enjoy Quality of Life...Practice Quality Medicine...

McLeod Health Behavioral Health Psychiatric Center is located in the
beautiful southern town of Darlington, SC- a quick 45 minute drive
to our state capital, Columbia, SC, and a 2 Hour drive to Charleston,
SC and Charlotte, NC. We are looking for two BC/BE Psychiatrists
with an innovative approach to medicine. Duties will include
inpatient, outpatient, and Consult Services. Depending on the
Physician’s strengths, the Physician will perform any combination of
these duties. Other features of the position include:

Flexible schedule with limited call
New state of the art facility with 23 inpatient beds
24 hour Access Center with an experienced staff
Great potential for program growth and development

We offer a competitive salary, comprehensive benefits and
retirement package, paid time off, paid professional liability
insurance, CME allowance, relocation assistance, and sign on bonus.

McLeod is a leader in the healthcare industry. We are committed to
developing patient-centered, evidence-based, physician-led, quality
health care in a not-for-profit hospital system that values each
individual patient.

Don’t miss an opportunity to become a staff physician with the
leader in healthcare! Please contact Tiffany Ellington, Director
of Physician Recruitment, at mcleodphysicianrecruiting.com or
843-777-5169.

auctonco°*my

noun 1: the quality or state of being
self-governing; especially : the right of self-
government 2: self-directing freedom and
especially moral independence 3: a self-gov-
erning state

LocumTenens.com gives you the freedom and
flexibility to work where and when you want —

n
up to you.

Put the pressure on us.

www.locumtenens.com/pn

Log on today — we have more than 2500 Psychiatry opportunities
available nationwide:

Or call a Psychiatry recruiting specialist: 888.223.7950

Marshfield Clinic is one of the largest physician-
directed private group practices in the United P SYC H I AT R I STS
States with more than 750 physicians practicing

Wisconsin

in 43 locations throughout Wisconsin.

We have openings for BE/BC Adult Psy-
chiatrists to join our expanding services.

* At our Marshfield Campus individuals
fellowship trained in neuropsychiatry,
geriatric psychiatry or consultative
psychiatry are strongly preferred.

* Marshfield Clinic-Minocqua Center is
seeking an additional psychiatrist to join
an established outpatient Behavioral
Health Service. This practiceis a
combination of Adult and Child/Adolescent

services. <

Minneapolis

As one of the most respected and recog-
nized names in health care delivery, Marsh-
field Clinic combines world class services
with a solid commitment to quality of life for
both patients and staff, which makes Marsh-
field Clinic and Wisconsin a very attractive
place to get your career on the right path.

Physicians practicing with us serve patients
primarily from northern, central and western
Wisconsin, but our reputation for excellent care
has attracted people from all 50 states and

25 countries. Our patients come to us for our
expertise and the smaller community culture
of our medical center - we treat people with
genuine warmth, respect and compassion.

To learn more about these opportunities
please contact: Beth Albee, Physician

Recruitment, Marshfield Clinic, 1000 N. %
Oak Ave., Marshfield, WI 54449. Phone:

800-782-8581, extension 19775; Fax #:

B Marshfield Clinic

E-mail:
albee.beth@marshfieldclinic.org Marshfield Clinic is an Affirmative Action/Equal Opportunity
employer that values diversity. Minorities, females, individuals
Website: with disabilities and veterans are encouraged to apply. Sorry,

not a health professional shortage area.

www.marshfieldclinic.org/recruit

PROFESSIONAL OPPORTUNITIES / pn.psychiatryonline.org

Providence Behavioral
Health Hospital

Providence Behavioral Health Hospital, of The Sisters of Provi-
dence Healthcare System, is seeking an experienced, Board
Certified psychiatrist to join its leadership team as the Chief
Medical Officer.

The successful candidate shall be board certified in Psychiatry

with an additional qualification of an MBA or similar leadership
experience desirable. Knowledge and experience with quality

measures, regulatory compliance, and hospital reimbursement

is essential.

The facility has 124 inpatient beds and is comprised of 3 psy-
chiatric units treating Adults, Older Adults, Child and Adoles-
cents; an inpatient Detoxification unit, and an Acute Residential
Treatment program for children and adolescents. PBHH, with
its related clinics and residential facilities, is the largest provid-
er of integrated and comprehensive behavioral health services
west of Boston.

We are located in the Pioneer Valley in Western Massachusetts.
The Pioneer Valley region encompasses 43 cities and towns in
the Connecticut River Valley. Please contact Mr. Gene Corbett
for more information about our practice. You may reach him direct
at 800-229-9759 or recruiting@mercymedicalrecruiting.com.

EOE.
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CLASSIFIED ADVERTISING

INFORMATION

2009 RATES:

o $24 per line for orders of 1 to 2 insertions

o $22 per line for orders of 3 or more consecutive
insertions if your written order specifies a 3 or
more consecutive issue run

e $21 per line for orders of 6 or more insertions if
your written order specifies a 6 or more issue run

¢ 1 line = approximately 43 characters

6 line minimum

$35 extra for confidential blind box number

Classified rates are non-commissionable

Overseas and “Practice for Sale” advertisers are

required to prepay in full with a credit card

FREE ONLINE ADVERTISING:

Psychiatric News classified ads are posted on
pn.psychiatryonline.org as each issue is pub-
lished on the first and third Friday of each month.

Natiomuid

www.LocumTenens.com/pn
thill@locumtenens.com
1-888-223-7950

CompHeal?}T

CompHealth Psychiatry Jobs-nationwide
opportunities that meet your needs. Whether
you are ready to reduce your schedule or you
need to supplement your income, CompHealth
can help. As #1 provider of physician jobs for 30
years, we offer patient-focused jobs in a wide
variety of practice settings to meet your goals.
Call our dedicated psychiatry team today,
866.479.3391. psychiatry.comphealth.com

HFCS

THE 1ST CHOICE IN
PSYCHIATRIC RECRUITMENT

Visit our website www.fcspsy.com
Over 400 permanent searches nationwide.
800-783-9152

Child and Adolescent Psychiatry Consulta-
tion and Supervision. If you are a General
Psychiatrist/NP/PAs working with children and
adolescents, and think you are lost. Don’t be.
Licensed, dual board certified, Child Psychia-
trist offers telephone consultations for profes-
sionals like you. Contact: drkunwar@yahoo.com

View your ad online for free!
All line classified ads are posted
on the Psychiatric News

web-site:

pn.psychiatryonline.org

m PSYCHIATRIC NEWS / Septemtier 4, 2009

EMAIL AND WEB PAGE LINKS: For an additional $50
your prospects can e-mail a response to your ad in
seconds. A web link transports prospects directly
to your web site in just one click.

LOGOS: Insert a 4-color logo above your ad for
$265 per issue or a black-and-white logo for $190
per issue. Submit logo as 300 dpi TIFF or EPS.

BLIND BOX REPLIES: A blind box address is available
to provide confidentiality to advertisers. Please
address all blind box advertising replies to:

ATTN.: Box P-XXX

Psychiatric News Classifieds
American Psychiatric Publishing Inc.
1000 Wilson Blvd, Suite 1825
Arlington, Virginia 22209-3901

ALABAMA

Taylor Hardin Secure Medical, a 115-bed
state forensic psychiatric hospital, seeking
licensed/or eligible in Alabama psychiatrists for
adult patients committed by the circuit courts.
BC in psychiatry required. Experience in
forensic psychiatry preferred.

Psychiatrist III - 72 months+ experience in
psychiatry with administrative experience
($134,968 - 205,792). See APA Job Bank related
ad.

Psychiatrist II - graduation from an accredited
school of medicine and Board Certified by
ABPN. ($125,316 - 191,044)

Send resume to Joe K. Long, Director of Human
Resources, Taylor Hardin Secure Medical, 1301
Jack Warner Parkway N.E., Tuscaloosa, AL
35404; or email clayton.shealy@hardin.mh.
alabama.gov with questions. EOE

ARIZONA

MEDICAL DIRECTOR

Aurora Behavioral Health System, a 90 bed
JCAH accredited, psychiatric hospital located in
Glendale Arizona is seeking a Board Certified
Medical Director to join our management team.
This position offers diverse clinical and
administrative opportunities with oversight of a
medical staff comprised of in house and private
physicians. Our facility offers high quality men-
tal health and chemical dependency programs
for adults and adolescents. We are located in the
Phoenix area and are only minutes away from
professional sports venues, winter snow skiing,
and renowned dining and shopping opportuni-
ties. Arizona licensure to practice medicine is
required. Certification by the American Board
of Psychiatry and Neurology required. Clinical
hospital experience in psychiatry is required.
Past administrative experience is preferred.

We offer a competitive salary and benefit
package, including health insurance, malpractice
insurance and a generous leave package
including time off for CMEs. For consideration,
please send your applications of interest to Laura
Miller, Director of Human Resources at: Aurora
Behavioral Health System, 6015 W. Peoria Ave,
Glendale, AZ 85302.

Strengthen your recruitment
effort through the APA Job Bank!

Post your career opportunity
online, receive candidate
responses instantly, and access
all of APA's resume database of
psychiatrists.

Call Alice Kim at
703.907.7331 or email
classads@psych.org
for more information.

SUBMISSIONS: Email, Fax or Mail ad copy, including
issue dates desired, contact name, phone number,
and billing address, to:

Psychiatric News Classifieds
American Psychiatric Publishing Inc.
1000 Wilson Blvd, Suite 1825
Arlington, Virginia 22209-3901

(703) 907-7331 e Fax (703) 907-1093
classads@psych.org

All advertising copy, changes and cancellations
received after the deadline will be placed in the
next available issue. We do not provide proofs of
ads before publication.

University of Arizona

The University of Arizona’s Psychiatry Depart-
ment is recruiting adult and child psychiatrists
to join a progressive and growing academic
department located in the beautiful Southwest.
Candidates must have current credentials to
practice medicine in the United States and be
Board-certified or -eligible in Psychiatry.

Assistant/Associate Professor, Clinical
Psychiatry (NTE) - Inpatient & Women’s
Mental Health, Job #42184 - The successful
candidate will assist in caring for inpatients in
an 8 bed unit at the University Medical Center
(UMC), and coordinate activities and direct all
efforts of the Women’s Mental Health program.
The Women’s Mental Health program is
dedicated to improving detection of mental
health issues and providing expert care to
women across the lifespan. Ongoing
responsibilities include the diagnosis and treat-
ment of mental disorders common in women,
participation in community forums/presenta-
tions to provide education to the community
regarding mental health issues in women,
supervision of resident care, and performing
attending psychiatric evaluations and the care of
up to eight inpatients. Other duties may include
participation in committees and department
services as directed by the Department Head,
assistance in reviews and audits of the inpatient
unit, and other clinical duties as assigned.

Child Psychiatrist / Assistant or Associate
Professor or Professor, Clinical Psychiatry
Job # 39689 - Responsibilities include child and
adolescent services for outpatient care and in a
correction/residential treatment setting. Other
duties include providing a significant
contribution to the didactic and supervisory
component for training programs. Individuals
must be Board-certified or -eligible in Child and
Adolescent Psychiatry. Salary: DOE

For additional information and/or to apply
visit www.uacareertrack.com and reference
specific job # from above. If you have
questions, please contact: Ashley Lott,
Human Resources, Dept. of Psychiatry, 1501
N. Campbell Avenue, P.O. Box 245002,
Tucson, AZ 85724-5002; (520) 626-3819; or
aelott@email.arizona.edu. Review of
applications is ongoing until positions are filled.
The University of Arizona is an EEO/AA
Employer-M/W/D/V

ARKANSAS

LITTLE ROCK & FAYETTEVILLE- Gen-
eral & Child Psychiatrists. Admin/Clinical &
Staff positions. Inpatient & partial programs.
Fulltime or part-time positions offering very
competitive salary, benefits & bonus. Contact
Joy Lankswert, In-house recruiter @ 866-227-
5415 or email joy.lankswert@uhsinc.com

CALIFORNIA

San Diego County needs psychiatrist for
hospital, possible ER and telepsychiatry. Salary
extremely competitive for San Diego - up to
170K plus 10% Boards and extra 5% second
Boards. CV to Marshall Lewis, MD, Clinical
Dir, County Behavioral Health Div, Marshall.
Lewis@sdcounty.ca.gov. Apply now at www.
sdcounty.ca.gov/hr.

DEADLINES: All new advertising copy, changes, and
cancellations must be received in writing by Friday,
2 p.m. (E.T) two weeks prior to publication date.
Publication dates are the first and third Fridays of
every month. Specific deadline dates for upcoming
issues are as follows:

Issue Deadline (Friday, 2 p.m. E.T.)
October 2 September 19
October 16 October 2

The publisher reserves the right to accept or reject
advertisements for Psychiatric News. All advertisers in
this section must employ without regard for race, sex,
age, nationality, or religion in accordance with the law.
APA policy also prohibits discrimination based on sexual
orientation or country of origin. Readers are urged to
report any violations immediately to the executive editor.

PSYCHIATRIST

El Dorado County Health Services Department
Open: 8/21/09

Close: 9/18/09

APPROXIMATE ANNUAL SALARY:
$146,910 - $178,568

El Dorado County is conducting this
recruitment to fill one (1) full-time vacancy for
the Health Services Department - Mental
Health Division located in Placerville with some
travel to South Lake Tahoe.

For more information or to apply please visit:
www.co.el-dorado.ca.us

OFFICIAL COUNTY APPLICATION IS
REQUIRED

El Dorado County Human Resources

330 Fair Lane

Placerville, CA 95667

(530) 621-5565; TDD: (530) 621-4693
EEO/ADA Employer and a Drug Free
Workplace

UC DAVIS SCHOOL OF MEDICINE
DEPARTMENT OF PSYCHIATRY AND
BEHAVIORAL SCIENCES

Health Sciences Assistant/Associate Clinical
Professor. The University of California, Davis,
Department of Psychiatry and Behavioral
Sciences is recruiting for a Health Sciences
Assistant/Associate Clinical Professor in the
clinician/teaching series to serve as a teaching
attending on the Psychosomatic Medicine
Service located at the UC Davis Medical Center
in Sacramento. The Unit is staffed with three
UC Davis faculty, general psychiatry residents,
and UC Davis medical students. Experience in
teaching and supervision of medical students,
residents, and other mental health professionals
is highly desirable. The successful candidate
should be board eligible or certified in general
psychiatry, be in possession of, or eligible for, a
California Medical license, and have an interest
in psychiatric education and training.
Completion of a fellowship in Psychosomatic
Medicine is highly desirable but not required.
The successful candidate will lecture in seminars
and case conferences, and provide group and
individual supervision of clinical cases. The
candidate will also provide clinical teaching for
general psychiatry residents, psychology fellows,
medical students and other mental health
professionals including timely and appropriate
evaluation of trainee performance.

For full consideration, applications must be
received by November 30, 2009. Position is
open until filled, but no later than February
28, 2010. Interested candidates should email
a curriculum vitae and letter of interest in
response to Position #PY-07R-09 to Juli
Koeberlein at juli.koeberlein@ucdmec.
ucdavis.edu. In conformance with applicable
law and University policy, the University of
California, Davis, is an equal opportunity/
affirmative action employer.

http://www.ucdme.ucdavis.edu/psychiatry/

Karl E. Douyon, M.D., Inc.

Psychiatrists are needed as independent
contractors for Locum Tenens positions in
California. Pay is $175 per hour depending on
location. On call pay is extra. Hours are flexible
for weekdays and some weekends. Call 805-644-
4093. Fax resumes to 805-830-6300.
karledouyonmd.com

CLASSIFIEDS / pn.psychiatryonfine.org
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P Mcntai Health

CALIFORNIA
BC/BE STAFF PSYCHIATRIST

Patton State Hospital is recruiting board
certified/eligible psychiatrists. Patton is a Joint
Commission accredited, 1500 bed, adult
forensic psychiatric hospital, with an extremely
interesting and challenging patient population.
The hospital is nestled below Arrowhead and
the San Bernardino Mountains, 65 miles east of
Los Angeles; an hour’s drive to beaches, Palm
Springs, or mountain lakes and skiing. Salary
with Board Certification starts at $18,622 and
goes to $21,311 monthly. Salary for Board
Eligible starts at $18,146 and goes to $20,711
monthly. In addition, Patton offers excellent
benefits (health, dental, and vision; license
renewal; malpractice insurance; tax-deferred
compensation; paid annual leave and 12 holidays
(plus one personal holiday), as well as seven days
per fiscal year of Continuing Medical Education
leave). Voluntary on call duty is compensated
on an hourly basis over and above base salary.
We provide civil service security and retirement
plans (including safety retirement). For
confidential consideration, send CV to George
Christison, M.D., (A) Medical Director, 3102
East Highland Avenue, Patton, California
92369, (909) 425-7326 or Fax (909) 425-6635.

UC DAVIS SCHOOL OF MEDICINE
DEPARTMENT OF PSYCHIATRY AND
BEHAVIORAL SCIENCES

Health Sciences Assistant/Associate Clinical
Professor - APSS Clinic. The University of
California, Davis, Department of Psychiatry and
Behavioral Sciences is recruiting for a Health
Sciences Assistant/Associate Clinical Professor
in the clinician/teaching series to serve as
teaching attending at the Adult Psychiatry
Support Services Clinic located next to the UC
Davis Medical Center in Sacramento. The
Clinic is staffed with four UC Davis faculty, two
general psychiatry residents, and two medical
students. Experience in teaching and
supervision of medical students, residents, and
other mental health professional is highly desir-
able. The successful candidate should be board
eligible or certified in general psychiatry, be in
possession of or eligible for a California Medical
license, and have an interest in psychiatric edu-
cation and training. The successful candidate
will lecture in seminars and case conferences,
and provide group and individual supervision of
clinical cases. The incumbent will provide
clinical teaching for general psychiatry residents,
psychology fellows, medical students and other
mental health professionals including timely and
appropriate evaluation of trainee performance.

For full consideration, applications must be
received by November 30, 2009. Position is
open until filled, but no later than February
28,2010. Interested candidates should email
a curriculum vitae and letter of interest in
response to Position #PY-06R-09 to
juli.koeberlein@ucdmc.ucdavis.edu. In
conformance with applicable law and University
policy, the University of California, Davis, is an
equal opportunity/affirmative action employer.

http://www.ucdme.ucdavis.edu/psychiatry/

PSYCHIATRIST

Immediate opening for Gero-Psychiatrist with
progressive medical group in Los Angeles area.
Psychiatrist duties include the development of
Telemental Health programs. 200K salary and
benefit package, and will pay for relocation.

Email: jminor@asanamg.com or pbennett@
asanamg.com

Fax: (818) 907-1482. For more information call
Janet Minor or Peter Bennett: (818) 907-1480.

Psychiatrist Opening at the County of Santa
Barbara. Our Lompoc Clinic ACT Program is
actively recruiting for an ADULT BOARD
CERTIFIED OUTPATIENT
PSYCHIATRIST. Call ratio is one weekend out
of every 2 months. Salary will pay up to
$210,761 plus $5,927.74 cash benefit allowance.
We also offer the opportunity for relocation
assistance and other incentives. For a more
detailed job description and to apply for the
position please visit www.sbcountyjobs.com.
You may also contact Tarah Cronquist at
teronquist@sbeountyjobs.com, or by calling at
805-884-8098. Job will be open until filled.
The County of Santa Barbara strongly promotes
diversity and equality in the workforce.

COLORADO

Horizon Health, the nation’s leader in Psychi-
atric Contract Management seeks a Psychiatrist
for a 10-bed Gero-psych unit less than one
hour from Denver International Airport.
Attractive salary and benefits accompany this
exciting new opportunity. Contact: Mark
Blakeney, Horizon Health, 972-420-7473, fax
CV: 972-420-8233, or email mark.blakeney@
horizonhealth.com. EOE.

BOULDER: General or Child Psychiatrist.
Staff and Admin/Clinical positions. Inpatient &
Partial programs. Fulltime positions offering
salary, benefits and incentive plan. Newly
acquired UHS hospital. Contact: Joy
Lankswert, In-house recruiter @ 866-227-5415
or email joy.lankswert@uhsinc.com

CONNECTICUT

CONSULTATION-LIAISON PSYCHIATRIST

The Yale University School of Medicine,
Department of Psychiatry, is seeking a full time
consultation liaison psychiatrist. Candidates
must be licensed (or license eligible) to practice
in the state of Connecticut, eligible for medical
staff privileges at Yale-New Haven Hospital, and
board eligible in psychiatry. Added
qualifications in psychosomatic medicine highly
desirable. This is an exciting academic
opportunity in a behavioral medicine program
involving both outpatient and inpatient work,
with opportunities for teaching and research.
The position carries academic appointment
commensurate with experience.

Available fall, 2009. To apply please contact Paul
Desan, MD, PhD, 20 York St CB2039, New
Haven, CT 06504, paul.desan@yale.edu. Yale
University is an affirmative action, equal oppor-
tunity employer. Applications from women and
minority group members are encouraged.

INPATIENT ADULT PSYCHIATRIST-
CENTRAL CT

FT/PT opportunity for BC/BE adult
psychiatrist in 16-bed inpatient service with a
community hospital offering a comprehensive
mental health continuum. Enjoy working with
an established team bringing a multidisciplinary
approach to patient care. Crisis Center located
in emergency department. This position offers
a competitive salary and benefits and adaptable
hours for the right individual. Call 1:5.

The practice is located in a family-oriented city
located approximately two hours from NYC and
Boston and 20 minutes to the capitol city of
Hartford. Enjoy the charm of four seasons with
a choice of attractive communities with
Connecticut’s best rated schools, shopping,
award-winning restaurants, and regional theatre
and easy access to skiing and the coast.

For more information about this opportunity,
please contact Carolyn Doughtie of Physician
Recruitment at 800.892.3846 or fax/email your
CV to 860.585.3133. EOE

Email address: cdoughti@bristolhospital.org

Full time psychiatrist, inpatient or outpatient
service. Dept of Psychiatry at outstanding
community hospital in central CT. Experienced,
collegial, professional, multidisciplinary team.
Reasonable call, competitive salary & benefits.
Respond in confidence to Robert Grillo MD,
Chairman Dept Psychiatry Middlesex Hospital
robert_grillo_md@midhosp.org

DELAWARE

WILMINGTON / NEWARK & DOVER:
Child Psychiatrist. Inpatient/partial programs.
Very competitive salary, benefits & incentive
plans. Will sponsor visa candidates. Contact Joy
Lankswert @ 866-227-5415; OR email joy.

lankswert@uhsinc.com

DISTRICT OF COLUMBIA

Medical Director Position - Adult Unit -
Seeking Psychiatrist who likes working with the
CPEP patients & likes Psych ER work for
directorship position on adult inpatient unit.
Can offer a very attractive compensation
package; or can contract with physician already
in practice. Please call Terry B. Good at
1-804-684-5661, Fax #: 804-684-5663; Email:
terry.good@horizonhealth.com.

Washington, DC
George Washington University Medical
Center

Founded in 1977, this ACGME-accredited
fellowship in Psychosomatic Medicine is
currently accepting applications for three
PGY-V positions starting July 1, 2010. Under
the guidance of Thomas N. Wise, M.D. and
Catherine C. Crone, M.D., the fellowship
offers training in both inpatient and outpatient
settings at a large tertiary care teaching facility
that provides care to a diverse socioeconomic
and cross-cultural patient population. This
includes extensive experience in oncology,
Ob-Gyn, HIV, pulmonary, cardiology, and
organ transplantation. Emphasis is placed on a
balance of clinical experience and didactic teach-
ing addressing the biopsychosocial approach to
understanding the medically ill patient. The
experience is enhanced further by constant
mentoring throughout the academic year along
with efforts to tailor the training experience
according to the individual fellow’s interests and
career goals. Opportunities in teaching,
research, and outpatient psychotherapy are
readily available and strongly encouraged. The
program is based at Inova Fairfax Hospital, an
833-bed hospital located near Washington, D.C.

Interested individuals should contact
Catherine C. Crone MD, Fellowship
Director

George Washington University Medical
Center

c/o Inova Fairfax Hospital

3300 Gallows Rd, Falls Church, VA 22042
(703) 776-3380 Fax: (703) 776-3029
cathy.crone@inova.org

FLORIDA

DAYTONA - MELBOURNE - ORLANDO
- MIAMI - FORT LAUDERDALE - PALM
BEACH - OCALA - GAINESVILLE -
FORT MYERS - SARASOTA - PENSEC-
OLA - JACKSONVILLE - Psychiatrists
needed for rapidly expanding Nursing Home
Service. Great support. No call. Average Salary
210K + benefits. Part-time available. Some
travel required. Must have FL. Medicare & FL
Medicaid individual provider #s. No
Restrictions (H1B Candidates Considered). Call
our administrator, Christy, at 866-936-5250.

PSYCHIATRIST

Board certified (or eligible) Adult and/or Child
Psychiatrist to work with both inpatient/
outpatient clients. Must be FL licensed and able
to work in a fast-paced, multidisciplinary, team
environment. Full-time position. Spanish
speaking a plus. Designated area of need for loan
repayment and other waiver programs. We offer
a competitive salary and benefits package. For
consideration, please send resume to: Manatee
Glens, P.O. Box 9478, 391 Sixth Avenue
W.,, Bradenton, FL 34206. FAX: (941) 782-4301
o Email: hr@manateeglens.org Ph: (941) 782-
4299 Pre-employment drug test required. www.
manateeglens.org EOE M/F/D/V

MANATEE

GLENS

Psychiatrists (2)
Tampa Area

Excellent opportunity to join our psychiatric
team in the further development and enhance-
ment of hospital based psychiatric services.
Located 30 minutes from Tampa, Florida Hos-
pital Zephyrhills is committed to the continued
enhancement and expansion of its psychiatric
services throughout its service delivery system.
Successful candidates will enjoy a professional
environment and collegial support. Current
services include adult/geriatric inpatient, inten-
sive outpatient services, and general outpatient.

Florida Hospital Zephyrhills has partnered with
Diamond Healthcare Corporation, a national
provider of behavioral health management
services, to assist it in furthering developing and
expanding services and in the planning for new
facilities. Board Eligibility required, Board
Certification with an interest in geriatric
psychiatry preferred.

An excellent compensation package is offered
and both income guaranty and full time salaried
opportunities are available. CONTACT:
Lindsay Shuff, VP Development, Diamond
Healthcare, email Ishuff@diamondhealth.com
(Fax) 804.228.4997 (phone) 800.443.9346

| _GEORGIA |
FLOYD

Behavioral Health Center

Hospitalist Psychiatrist position and an
Office-Based position with a dynamic and
expanding 53-bed, adult behavioral health
center. Programs include adult psychiatry,
chemical dependency and geriatrics, and all
patients are admitted on a voluntary basis.

Nestled in the foothills of northwestern Geor-
gia, Rome is surrounded by seven hills and the
Coosa, Etowah and Oostanaula Rivers. Rome
is a unique small city that has been recognized
as the “Number One Small City in the South-
east” and is an hour from Atlanta as well as Chat-
tanooga. Rome boasts a flourishing health care
community with more than 350 practicing phy-
sicians. Our area enjoys a mild climate and offers
quality educational and cultural opportunities.

Floyd offers a competitive salary with great
benefits and bonus opportunities. This position
is available for J-1 Visa candidates and the
qualified candidate will be joining a successful,
experienced psychiatric physician already
practicing in this role. Outstanding
compensation includes full benefits and
relocation for the right executive. For confiden-
tial consideration, please apply online at www.
floyd.org. For more information email Cami
Legacy (clegacy@floyd.org) or call 706.509.3964.

CLASSIFIEDS / pn.psychiatryontine.org
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ATLANTA: Adult and Child Psychiatrists -
Inpatient & partial programs. Fulltime or
Part-time positions (Mon-Fri) offering salary,
benefits & bonus plans. Admin/clinical
opportunity for qualified/interested candidates.
Weekend moonlighting also available for day
shifts only at several UHS hospitals - no
overnight call.

MOULTRIE - South GA: General
Psychiatrist - partial hospital and outpatient
services. Contact Joy Lankswert, In-house
recruiter @ 866-227-5415 or email joy.
lankswert@uhsinc.com

KENTUCKY

COMMUNICARE

A progressive community mental health
organization has the following position available
in Elizabethtown, KY.

Psychiatrist
"This full time position is responsible for direct-
ing and providing general psychiatric services at
Hardin Memorial Hospital/14 bed Inpatient
Psychiatric Unit. Qualifications include: Active
Kentucky medical licensure, active DEA licen-
sure, and Board eligible in psychiatry. Ability to
work closely and congenially with interdisciplin-
ary professional staff in a team management
atmosphere. Must provide own transportation.

Communicare offers a lucrative salary, flexible
scheduling and an exceptional benefit plan to
include: Medical, Dental, Vision, and Life
Insurance, 401(k), KY Retirement, and other
exceptional benefits. For consideration please
e-mail, fax, or mail resumes to:

Communicare, Inc.
Attn: Human Resources/Job Opportunities
107 Cranes Roost Court
Elizabethtown, KY 42701
(270) 765-2605 phone
(270) 763-9554 fax
hr@communicare.org
“Equal Opportunity Employer”

Radcliff - easy commute from LOUISVILLE:
Child or General Psychiatrist for inpatient &
outpatient services. Highly competitive salary,
benefits, & bonus. Will sponsor visa candidates.
Contact Joy Lankswert, In-house recruiter @
866-227-5415 or email joy.lankswert@uhsinc.
com

LOUISIANA

DEPARTMENT OF PSYCHIATRY AND
NEUROLOGY, TULANE UNIVERSITY
SCHOOL OF MEDICINE in New Orleans,
LA, is recruiting for several general and forensic
psychiatrists (clinical track) for our growing
department, at the Assistant/Associate Professor
level. Candidates must have completed an
approved general psychiatry residency and be
board certified/eligible in general psychiatry and
forensic psychiatry, respectively. Responsibili-
ties will include direct patient care, teaching of
medical students and house officers, and
research (clinical and basic science) at various
state hospitals, state correctional institutions,
and at Tulane University Health Sciences Cen-
ter. Time allocations will be based upon indi-
vidual situations. Applicants must be eligible to
obtain a Louisiana medical license. In addition,
candidates must be eligible for clinical privileges
at Tulane University Hospital and Clinic under
the appropriate staff category and must agree to
abide by those privileges as outlined by the cur-
rent bylaws of the institution. Applications will
be accepted until suitable qualified candidates
are found. Send CV and list of references to
Daniel K. Winstead, MD, Heath Professor and
Chair, Department of Psychiatry and
Neurology, Tulane University School of Medi-
cine, 1440 Canal Street TB48, New Orleans, LA
70112. For further information, you ma
contact Dr. Winstead, at 504-988-5246 or
winstead@tulane.edu. Tulane is strongly com-
mitted to policies of non-discrimination and
affirmative action in student admission and in
employment.

View the classifieds online at

pn.psychiatryonline.org
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The Southeast Louisiana Veterans Health
Care System (SLVHCS), formerly the New
Orleans Veterans Affairs Medical Center and the
Department of Psychiatry and Neurology at
Tulane University School of Medicine seek a
candidate to fill the position of Chief, Mental
Health Service at SLVHCS. All candidates will
have clinical, administrative, teaching and
research responsibilities and must be board
eligible/certified and have academic credentials
to be qualified for a faculty appointment at
Tulane University School of Medicine

Applicants should have both clinical and
administrative experience, and may be
psychiatrists, psychologists, nurses, or social
workers. A doctoral degree is required.
Applicants must possess a knowledge and
understanding of health care policies, missions,
and operating programs, and be knowledgeable
about mental health care delivery and about
mental health information management. He/she
will be involved in the design of the Mental
Health areas of the new VA hospital planned for
Southeast Louisiana. United States citizenship
or permanent residency is required. Salary and
academic rank will be commensurate with
qualifications and experience of the applicant.

We will continue to accept applications until a
suitable qualified candidate is found. Interested
applicants should mail a curriculum vitae with a
list of 7 references to Daniel K. Winstead MD,
Tulane Dept. of Psychiatry and Neurology, 1440
Canal Street TB48, New Orleans, LA 70112
or e-mail CV and references to winstead@
tulane.edu. Tulane is strongly committed to
policies of non-discrimination and affirmative
action in student admissions and in employment.

CHILD PSYCHIATRISTS - DEPART-
MENT OF PSYCHIATRY AND NEUROL-
OGY, TULANE UNIVERSITY SCHOOL
OF MEDICINE in New Orleans, LA, is
recruiting for BE/BC child psychiatrists at the
instructor or assistant professor level, salary
commensurate with experience. Clinical
responsibilities available in the areas of inpatient
psychiatry, community based child and
adolescent psychiatry, and early childhood
mental health. Teaching responsibilities include
the supervision of residents, clinical psychology
fellows and interns, and medical students
rotating through the clinical facilities serviced
by this position as well as the presentation of
grand rounds and participation in the didactic
series in child psychiatry. Clinical research is
strongly encouraged. The persons selected must
be professionally competent and be board
eligible/certified in general psychiatry. She/he
must be eligible for medical licensure in the
State of Louisiana and have a current state and
federal narcotics number. In addition,
candidates must be eligible for clinical privileges
at Tulane University Hospital and Clinic under
the appropriate staff category and must agree to
abide by those privileges as outlined by the cur-
rent bylaws of the institution. Applications will
be accepted until a suitable qualified candidate
is found. Send CV and list of professional/
academic references to Charley Zeanah, Jr, MD,
Professor and Vice Chair, Child and Adolescent
Psychiatry, Tulane University School of
Medicine, Department of Psychiatry and
Neurology, 1440 Canal Street TB52, New
Orleans, LA 70112 (czeanah@tulane.edu).
Tulane is strongly committed to policies of
non-discrimination and affirmative action in
student admission and in employment.

BC/BE Psychiatrist

OCHSNER ST. ANNE GENERAL HOSPITAL is
seeking:

* A BC/BE Psychiatrist for an employed
position in Raceland, Louisiana

* Located 40 miles from New Orleans with a
population of approximately 40,000

* Not-for-profit critical access hospital
providing inpatient & outpatient services with
high quality, cost-effective emergency, medical
& surgical care

® Part of nationally renowned health system of
7 hospitals, 700+ member physician group, and
35 health centers

 Very competitive salary and benefits

* Family-oriented community with year-round
outdoor activities

* Favorable malpractice environment in
Louisiana

® Ochsner Health System is an equal
opportunity employer.

Please email CVs to: profrecruiting@ochsner.
org or call (800) 488-2240. Ref# APSTA09.
EOE.

The Department of Psychiatry and Neurol-
ogy at Tulane University School of Medicine
is recruiting a geriatric psychiatrist for a full-
time faculty position. The candidate will spend
part of their time at the Southeast Louisiana
Veterans Health Care System (SLVHCS) and
will also be involved in the new initiatives in
both clinical geriatric care and special geriatric
education programs at Tulane. Responsibilities
include patient care as well as contributing to
the various teaching and training programs of
Tulane University’s Department of Psychiatry
and Neurology at the SLVHCS. He/she will be
provided the opportunity to pursue their
research interests. The person selected for this
position must be professionally competent and
be board eligible/certified in general psychiatry
and in geriatric psychiatry. She/he must be eli-
gible for medical licensure in the State of Loui-
siana and have a current state and federal narcot-
ics number. In addition, candidates must be
eligible for clinical privileges at Tulane Univer-
sity Hospital and Clinic under the appropriate
staff category and must agree to abide by those
privileges as outlined by the current bylaws of
the institution. Salary will be competitive and
commensurate with the level of the candidate’s
academic appointment. Applications will be
accepted until a suitable qualified candidate is
found. Applicants should send letter of interest,
updated CV and list of references to Daniel K.
Winstead, MD, Heath Professor and Chair,
Department of Psychiatry and Neurology, Tu-
lane University School of Medicine, 1440 Canal
Street TB48, New Orleans, LA 70112. Inter-
ested and eligible candidates may obtain further
information by contacting Daniel K. Winstead,
MD at 504-988-5246 or winstead@tulane.edu.
Tulane is strongly committed to policies of
non-discrimination and affirmative action in
student admissions and in employment.

Make a difference as the Psychiatric Medical
Director of our innovative Portland, Maine
community mental health agency. You’ll direct
a small team of psychiatrists, nurse practitioners,
and therapists serving the mental health needs
of adults, children, and families. Your primary
responsibilities involve supervision, team
leadership, supporting clinical integrity, and
provision of direct service, with limited
after-hours on-call responsibility. This is an
excellent opportunity to work with a team to
provide innovative client-centered service.

Our location in Greater Portland provides a
robust network of professional colleagues, and
the cultural amenities of a vibrant small city on
the ocean. Portland, listed in two dozen surveys
as one of the top 10 most desirable places to live
in the US, is connected by Amtrak to Boston
(two hours away), and is just an hour from a
variety of mountains, lakes and rivers.

Send resume and cover letter to Kristen O’Gara,
HR Office, Youth Alternatives Ingraham, 50
Lydia Lane, So. Portland, Me. 04106.

Adult and Child/Adolescent Psychiatrists
Nation’s 1st Psychiatric Magnet Hospital
seeking BC/BE psychiatrists for both our adult
and child/adolescent inpatient and outpatient
programs. We are a thriving, non-profit, private
community-based hospital offering acute
psychiatric care for adults and children, as well
as chemical dependency programs. One of only
two private psychiatric hospitals in Maine. We
offer physicians clinical practice in a highly
collaborative, multi-disciplinary setting.
Competitive salary/benefit package. Send CV
to: VP of Medical Affairs, The Acadia Hospital,
P.O. Box 422, Bangor, ME 04402-0422.
www.acadiahospital.org

Increase Visibility - Add a logo

For just $265 per issue, a
4-color logo will attract even
more prospects to your print

and online ad; black and white
logos cost just $190.

Email your logo to
classads@psych.org as a
300 dpi TIFF or EPS file.

MARYLAND

Springfield Hospital Center is secking
Board-certified or Board-eligible general
psychiatrists for our 350-bed MHA adult
inpatient facility. Salary is negotiable, within
MHA guidelines. Our rural, tobacco-free
campus is 22 miles west of Baltimore, convenient
to the Chesapeake Bay, Washington, and a
variety of cultural, historic, sports, and
recreational venues. Benefits include 27 paid
days off in the first year, subsidized health
insurance, free parking, a generous retirement
program, and a truly pleasant workplace. A
Medical Services physician is always on campus
to attend to patients’ somatic needs. Staff psy-
chiatrists are not expected to work after hours,
but some choose to supplement their salary by
providing evening and weekend/holiday cover-
age under contract. In addition, we offer after-
hours coverage contracts to psychiatrists who
are not full-time staff members. Please send CV
to Jonathan Book, M.D., Clinical Director,
SHC, 6655 Sykesville Road, Sykesville, MD
21784. For questions, call (410)970-7006 or
e-mail JBook@dhmbh.state.md.us. EOE

MASSACHUSETTS

Consult-Liaison Transplant Psychiatrist

Half-time position for transplant psychiatrist to
join multi-disciplinary medical team.
Psychiatrist will conduct outpatient pre-
screening psychiatric evaluations for potential
organ recipient and donor patients. May
provide short term medication management.
Participates in selection committee. Person
should enjoy being part of a multi-disciplinary
team and have consult liaison experience.

Our Department of Psychiatry has a large clin-
ical faculty with clinical, teaching, and academic
opportunities in a wide variety of inpatient and
outpatient settings. We have faculty develop-
ment programs, and are committed to care,
training, and research missions, as well as a great
living and learning environment in Central
Massachusetts. If you want to know more about
job opportunities or the department in general,
please email psychiatryrecruitment@umass
memorial.org or fax to 508-856-5990. AA/EOE

MARLBOROUGH, MASSACHUSETTS -
UMass Department of Psychiatry is seeking
candidates for a full time psychiatrist at its
affiliated general hospital in Marlborough,
Massachusetts. The position primarily involves
providing treatment and clinical care supervision
on the unit’s superb partial hospital program and
some amount of inpatient coverage. Our
Department of Psychiatry has a large clinical
faculty with clinical, teaching and academic
opportunities at a wide variety of inpatient and
outpatient programs. We have faculty
development programs, commitment to our
care, training and research missions, and a great
living and learning environment in Central
Massachusetts. If you want to know more about
job opportunities or the department in general,
please email psychiatryrecruitment@umass
memorial.org or fax to 508-856-5990. AA/EOE

Boston area (Lynn) BayRidge Hospital, a
non-profit psychiatric facility on Boston’s North
Shore, a teaching site for Boston University
Medical School, will have a position for an
inpatient/partial hospital psychiatrist in January,
2010. This is an opportunity to work in a
collegial atmosphere with strong support. No
required night call, but participation in a
lucrative call system is optional. Full benefit
package includes generous time off as well as
reimbursement for malpractice insurance and
CME.. Contact Barry Ginsberg, M.D., Medical
Director, 60 Granite Street, Lynn MA 01904.
Phone (781) 477-6964, Fax (781) 477-6967,
email bginsber@nhs-healthlink.org

High Point Treatment Center is seeking a 40
hr week psychiatrist to allocate 20 hrs managing
8-beds Inpatient Psychiatric Unit and 20 hrs
allocated to outpatient services located in
Plymouth, MA. Salary ranging from $170,000
- $190,000. No weekends, paid holidays and
leave time. Health benefits available. If willing
to work an additional 1 hr per day salary range
would be $200,000 - $215,000. If interested,
please contact Jim Horvath at 508-503-2455 or
email to jim.horvath@hptc.org.

GLASSIFIEDS / pn.psychiatryonline.org



Starr Psychiatric Center seeks a 20-30 hr
psychiatrist for dynamic established psychiatric
practice On Boston’s South Shore. Medical
model, multi-disciplinary staff. Stimulating en-
vironment, good pay. Clinic has a reputation for
successful care, where others have failed. Email
davidzstarr@juno.com or call 508.580.2211.

Child and/or Adult Psychiatrist to join, busy,
large, established private psychiatric group
practice. Work consists of outpatient psychiat-
ric treatment, both psychotherapy and psycho-
pharmacology, and some hospital consultations.
A lot of flexibility in terms of job and schedule.
Please send C.V. to Paul Menitoff, M.D. Greater
Lowell Psychiatric Associates, LLC 9 Acton
Road Suite 25 Chelmsford, MA 01824.

BOSTON areas - Brookline, Jamaica Plain,
Pembroke, Lowell and Westwood: Child &
General Psychiatrists. Inpatient/partial pro-
grams. Staff & Medical Director Positions de-
pending on location. Very competitive salaries,
benefits & incentive plans. NO CALL. Contact
Joy Lankswert, In-house recruiter @ 866-227-
5415; OR email joy.lankswert@uhsinc.com

Vinfen, www.vinfen.org, one of Massachusetts
largest human services agencies dedicated to
transforming the lives of people facing the chal-
lenges of psychiatric and developmental dis-
abilities is seeking a PT or FT psychiatrist to
support our PACT teams in the North Shore
area. As a team member, the psychiatrist pre-
scribes medication to all PACT clients and has
clinical supervisory responsibilities for clients
and staff. The psychiatrist provides training to
the team members in the use of evidence-based
practices in the delivery of services to persons
with serious mental illness. Requirements: MD
degree from an accredited medical school with
completed internship and adult psychiatry resi-
dency experience. American Board of Psychiat-
ric and Neurology (ABPN) board certification
in Adult Psychiatry preferred; eligibility for
Board certification mandatory. Experience
working with people with psychiatric disability,
co-occurring disorders including substance
abuse and/or medical conditions preferred. Pref-
erence given to bi-lingual/bi-cultural applicants
and applicants with lived experience of psychi-
atric conditions.

To apply, please forward CV with letter of inter-
est to teneroa@vinfen.org.

Medical Director - An Easy Income
Potential of $220k to $240k (Or More) - No
long workdays necessary to make a great income.
Seeking Psychiatrist for clinical and part-time
administrative responsibilities on Psychiatric
Services in a hospital in Saginaw, MI. Adultand
C/A psychiatric services. Salary w/benefits is also
an option. Very close to Bay City on Lake Huron
and Flint. Only an hour and a half to Detroit
and Ann Arbor. Please call Terry B. Good at
1-804-684-5661, Fax #: 804-684-5663; Email:
terry.good@horizonhealth.com.

GRAND RAPIDS - Staff Psychiatrist.
Inpatient and Outpatient practice position.
Collegial clinical care & work environment.
Very competitive salary & benefits. Contact Joy
Lankswert @ 866-227-5415 or email joy.
lankswert@uhsinc.com

MINNESOTA

Outpatient Psychiatrist: Seeking board
eligible/board certified psychiatrist with
unrestricted license to practice in Minnesota and
Towa. General multifaceted outpatient practice
with geriatric (nursing home), general adult and
chemical dependency patients. Hospital
consultations to medical and surgical patients
also provided and ability to expand to child/
adolescent available if candidate is interested.
Albert Lea Medical Center - Mayo Health
System is located in Albert Lea, MN a scenic
community of 18,000 just 90 minutes south of
Minneapolis, MN and 150 miles north of Des
Moines, IA. Please contact Diane Clark, RN,
Physician Services Administrator, 507-377-4707
or e-mail clark.diane@mayo.edu.

Weekend Call Opportunity - Seeking a
Psychiatrist to provide one weekend of on-call
coverage every third weekend on adult inpatient
psychiatric unit in St. Joseph, MO-one hour
north of Kansas City. Please call Terry B.
Good, Horizon Health, at 1-804-684-5661,
Fax #: 804-684-5663; email: terry.good@
horizonhealth.com.

Outstanding Financial Opportunity - Close
to Springfield - Inpatient and/or outpatient
work in southwest MO. Strong hospital support
for behavioral health. Unit is a 10-bed
geropsychiatric program. Medical Director
position available. Can offer salary w/benefits,
or income guarantee, or contract with local
physician’s practice. Psychiatrists with National
Health Service Corp. obligation welcome.
Please call Terry B. Good at 1-804-684-5661,
Fax #: 804-684-5663; Email: terry.good@
horizonhealth.com.

KANSAS CITY - Medical Director & Staff
Psychiatrist - Two Rivers Hospital. Medical
Director will have clinical/administrative duties
and Staff Physician will be all clinical. General
and specialty inpatient and Partial programs.
Fulltime position s offering salary, benefits and
incentive plan. Contact Joy Lankswert,
In-house recruiter @ 866-227-5415 or email joy.
lankswert@uhsinc.com

MONTANA

PSYCHIATRIST-Secking full-time board
certified psychiatrists to fill positions in VA
Montana Healthcare System. Responsibilities
include adult outpatient treatment with urgent
care/walk-in service and inpatient consultation
service in a facility where state-of-the-art
medicine is practiced. Positions are located at
Fort Harrison (Helena), MT; Billings, MT and
Kalispell, MT. Competitive salary, benefits and
liability included. Information available at www.
vacareers.va.gov or Fax curriculum vitae to Chief
of Staff, VA Montana Healthcare System, fax
406-447-7900 or 406-447-7965 or call
Psychiatry Service at 406-447-7595, 406-461-
4083 or Human Resources at 406-447-7566.

Rocky Mountain Paradise! Consider an
exciting new practice opportunity for two NEW
distinct Adult and Geriatric Inpatient
Psychiatric Units, comprised of 26 total beds in
Helena, MT. Nestled beneath the foothills of
the Montana Rockies, Helena, the Capital of
Montana, is alive with history and culture. This
charming and beautiful Victorian city of 70,000
people provides a diverse attraction with many
street festivals, theater, museums, symphonies,
fairs and rodeos. There is truly something for
everyone here! Excellent practice opportunity
with great income ($200K+) and unparalleled
quality of life! For more information contact:
Mark Blakeney, Voice: 972-420-7473, Fax:
972-420-8233; email: mark.blakeney@
horizonhealth.com EOE.

AtlantiCare

BEHAVIORAL HEALTH

AtlantiCare Behavioral Health (ABH), the
leading outpatient behavioral health
organization located just minutes away from
Adantic City, is seeking a full time psychiatrist.
We offer competitive salaries & benefits,
relocation assistance & pension plans.

Visit our website to see the full job description
and to apply for the position at www.atlanticare.
org

Interested individuals may send their resume to:
AtlantiCare Behavioral Health

Christine Loper

Phone: 609-645-7601 x106 Fax: 609-646-5725
Email: Christine.loper@atlanticare.org

EOE/AA

CHILD & ADOLESCENT PSYCHIATRIST

Child psychiatrist to join unique, private, fee
for service, child, adolescent & adult therapy
Center in New Jersey. Center provides wide
array of services, provides high quality care, is
successful and continues to grow. Locations in
Cedar Knolls, Westfield, Ridgewood and
Princeton. Openings currently available in each
location. Compensation is generous. Hours are
flexible. Collegial atmosphere is quite pleasant.
E-mail CV to abbaznr@aol.com.

Westampton Township - Just East of
Philadelphia. Addiction Psychiatrist or
General Psychiatrist with interest in dual
diagnoses. Dual Diagnoses Unit. Very
competitive compensation and benefits. No on
site. weekend call required. Contact Joy
Lankswert, In-house recruiter @ 866-227-5415
or email joy.lankswert@uhsinc.com

NEW YORK CITY & AREA

Child and Adolescent Psychiatrist

P/T - 10-15 hours per week (evenings and/or
weekends) in a Child and Family Mental Health
Center in Brooklyn. Excellent compensation.
No call. Fax resume to (718) 553-6769, or email
to clinicaldirector@nypcc.org

Outpatient Psychiatrists

The Department of Psychiatry at The Mount
Sinai Medical Center in Manhattan has an
opening for a General Adult Psychiatrist. The
FT/PT position includes outpatient work at the
World Trade Center Mental Health Program
with opportunities for teaching and clinical
research. The position will include an academic
appointment commensurate with experience.
Qualified candidates will possess an MD or DO
degree, be board eligible or certified in General
Adult Psychiatry and preferably have additional
experience in treating mood and anxiety
disorders. Spanish and/or Polish speaking
physicians are strongly encouraged to apply. The
Mount Sinai Medical Center is a premier 1,171
bed tertiary-care facility internationally
acclaimed for excellence in clinical care,
education and scientific research in nearly every
aspect of medicine.

Interested applicants should contact Fatih
Ozbay, MD, Associate Medical Director of the
WTC Mental Health Program at (212) 241
8462 or email fatih.ozbay@mssm.edu

On Call Psychiatrists: Psychiatrists, Fellows
and Senior Residents to cover days, nights,
weekends and Holidays in the Psychiatric
Emergency Department at the Long Island
College Hospital. Please fax resume to: THE
LONG ISLAND COLLEGE HOSPITAL,
DEPARTMENT OF PSYCHIATRY, 339
Hicks Street, FAX: (718) 780-1827 Attn: Judith
Velez or call 718-780-1065.

Upper Manhattan or Westchester
Child/Adol Assoc Clin Dir. 1 FT or 2 PT pos
Inpt academic clin care with leadership, admin
& teaching duties. Daytime hrs- no call, wknds
orev’s. 25 day LOS, little mg’d care. AdoIMD@
gmail.com or 917-710-2456

NEW YORK STATE

ELMIRA PSYCHIATRIC CENTER
Adult and Adolescent Psychiatrists

Board Certified - $172,269 - $176,903
Licensed Physician - $141,751
Limited Permit - $107, 318 - $115,905

* All positions M-F 8-4:30 with no managed
care insurance demands

® Optional participation in a low stress on-call
program with potential to earn up to an extra
$74,000/year

* Student loan repayment available

* Excellent NYS benefits package

® Inpatient, Outpatient and Day Treatment
services

® Our location offers: quality housing prices;
little traffic; regional airport; Cornell
University; 4hr drive to NYC, Toronto &
Philadelphia; 5 ¥ hr drive to Boston & DC;
less than 1hr to Finger Lakes

For further info contact: Patricia Santulli,
Director of Human Resources at: Elmira
Psychiatric Center, 100 Washington Street,
Elmira, NY 14901 or e-mail:
elpopms@ombh.state.ny.us or
call: (607) 737-4726 or fax: (607) 737-4722
An AA//EOE Employer

Western New York-Chautauqua Region:
Jamestown Psychiatric PC is seeking a Psychia-
trist to join our rapidly growing Adult and Child
Psychiatric team. Competitive salary and flexible
growth opportunities are offered. We will offer
a starting bonus to eligible candidates. Loan
repayment, J1 or H1 assistance available. Please
contact Mrs. Linda Jones, office manager @ lj@
psychwebmd.com or Phone 716-483-2603. Fax
CV and qualifications to 716-483-2828.

GLASSIFIEDS / pn.psychiatryonfine.org

Central New York Psychiatric Center, a
state-operated, JCAHO Accredited facility, is
seeking Psychiatrists for full-time positions at
its main Inpatient Facility in Marcy, NY, and at
its Forensic Outpatient Units throughout New
York State, including: Albion, Auburn, Elmira,
5 Points (Romulus) and the Regional Mental
Health Unit (Marcy). A position is also
anticipated in the Hudson River Area.
* Comprehensive NY State Benefits package
available
® Outstanding NY State Pension Plan
* Opportunity for Loan Forgiveness Program
* Opportunities exist for additional
compensation
Assistant Psychiatrist: $104,192-$115,970
(general salary increases of 3% in 2009 and
4% in 2010 are scheduled)
Qualifications: Possession of a NY State Limited
Permit AND completion of a training program
in psychiatry approved by the American Board
of Psychiatry and Neurology for entrance into
their certifying examinatdon AND eligibility for
full and unconditional participation in Medicaid
and Medicare programs.
Psychiatrist 1: $161,751 (general salary
increase of 4% in 2010 is scheduled)
Qualifications: Possession of a License to
practice medicine in NY State OR possession of
a Limited Permit and licensure in another state
or by written examination in Canada; AND
completion of a training program in psychiatry
approved by the American Board of Psychiatry
and Neurology for entrance into their certifying
examination; AND eligibility for full and
unconditional participation in Medicaid and
Medicare programs.
Psychiatrist 2: $169,707 (general salary
increase of 3% in 2009 and 4% in 2010 are
scheduled)
Qualifications: Possession of a license to practice
medicine in NY State OR possession of a
Limited Permit and licensure in another state or
by written examination in Canada; AND
certified in psychiatry by the American Board of
Psychiatry and Neurology; AND eligibility for
full and unconditional participation in Medicaid
and Medicare programs.

Dr. Jonathan Kaplan, Clinical Director
Central New York Psychiatric Center
Box 300 Marcy, NY 13403
Phone: (315) 765-3624 Fax: (315) 765-3629
E-Mail CN00025@OMH.STATE.NY.US

Ulster County Mental Health, an outpatient
clinic with a wide range of services, has a
potential opening for Staff Psychiatrist. Position
requires a recovery-oriented board certified or
board-eligible community psychiatrist to treat
adult patients. AOT interestis a bonus. UCMH
is located in the beautiful Hudson Valley, two
hours north of NYC. Competitive salary,
on-site psychopharmacology supervision and
collegial atmosphere. No on-call or weekends.
Hours and benefits to be determined. FAX CV
to JuLita Adamczak, MD, Medical Director,
FAX #845-340-4094.

Great Opportunity for Psychiatrist Already
in Practice in Greensboro/Winston-Salem/
High Point Area - Increase income/Capture
new market. Seeking a 3rd psychiatrist to do
inpatient work on expanding geropsych unit as
part of their private practice in the area. Please
call Terry B. Good at 1-804-684-5661, Fax
#: 804-684-5663; Email: terry.good@

horizonhealth.com.

Attractive Salary with Benefits Plus
Generous Sign-on Bonus - One position filled;
one more opening. 30 minutes from Dayton
suburbs - easy drive to Indianapolis - Expanded
adult and geropsych services in an extremely
impressive med/surg hospital (gorgeous new
facility). Join top-notch medical staff. Services
include inpatient, outpatient and IOP. Please
call Terry B. Good at 1-804-684-5661, Fax #:
804-684-5663; Email: terry.good@
horizonhealth.com. EOE

Prefer to keep it confidential?

$35 extra for a confidential
Psychiatric News blind box.
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PSYCHIATRIST POSITION

Jim Taliaferro Community Mental Health
Center, Oklahoma Department of Mental
Health and Substance Abuse Services, is seeking
a BE or BC Psychiatrist. Located in
southwestern Oklahoma, Lawton is the fourth
largest metropolitan area in Oklahoma with a
population of 114,916 and 90 miles from
Oklahoma City Metro. Area attractions include
Lawton Community Theater, Lawton Philhar-
monic Orchestra, Cameron University, Fort Sill
Army Installation, Wichita Mountain Wildlife
Refuge, and numerous lakes. Excellent salary
and benefits to include health, dental, and retire-
ment plans. Base salary is $185,000 (BE) and
$195,500 (BC) with additional potential income
of $46, 000 per annum for on-call services. Eli-
gible H-1B visa psychiatrist applicants welcome.
Mail or fax CV to HR, AT'TN: Sam Banks, Jim
Taliaferro Community Mental Health Center,
602 SW 38th St. Lawton, OK 73505, (f): (580)
248-3610, (p): (580) 248-5780. EOE.

PENNSYLVANIA

Horizon Health, in partnership with St. Vin-
cent Health Center (Voted 5th Best Place to
work in Pennsylvania!), a 436-bed tertiary care
hospital in Erie, PA, has an exciting opportunity
for a Medical Director for a 32-bed Adult and
Geriatric Inpatient Psychiatric Program.
Opportunities for input and growth, tertiary
care, teaching opportunities in FP residency
program and LECOM medical school. Excel-
lent compensation package with full benefits.
Located on the shores of Lake Erie with 7 miles
of beaches, Erie is the fourth largest city in
Pennsylvania with a metropolitan population of
280,000. For more information contact: Mark
Blakeney, Voice: 972-420-7473, Fax: 972-420-
8233; email: mark.blakeney@horizonhealth.com
EOE.

One Hour From Downtown Philadelphia;
One and a Half Hours to Baltimore - Seeking
a Psychiatrist to work on new 10-bed inpatient
geropsychiatric unit in an impressive med/surg
hospital in a beautiful Lancaster—close to
Harrisburg. Have adult unit as well. Offering
attractive salary/benefits, relo pkg, and bonus
plan. Great quality of life in a great location.
Please call Terry B. Good at 1-804-684-5661,
Fax #: 804-684-5663; Email: terry.good@
horizonhealth.com.

Director of Adult Inpatient Psychiatry Unit and
Adult Psychiatrist

Pennsylvania-72 miles east of Pittsburgh -
Memorial Medical Center, affiliated with
Conemaugh Health System is seeking a BC/BE
Adult psychiatrist and a Director for the 29-bed
Adult Psychiatry inpatient unit. Position will
have Administrative and clinical responsibilities.

Conemaugh Health System (CHS) is the largest
healthcare provider in West Central
Pennsylvania. With 4,500+ employees and 350
physicians, CHS offers a continuum of care and
highly specialized services Serving over a
half-million patients annually through its
network of hospitals, physician offices, specialty
clinics and other patient-focused programs.

This practice opportunity offers a generous
salary ($200K+, based on experience), with full
benefits including insurance, vacation, CME,
relocation, and incentive compensation. For
more information contact: Mark Blakeney,
Horizon Health, 972-420-7473, fax CV: 972-
420-8233, or email mark.blakeney@
horizonhealth.com.

PHILADELPHIA - Child Psychiatrist -
Residential, Inpatient and/or Partial Programs.
CLARION (Western PA) and SHIPPENS-
BURG (near Harrisburg) - J1 & H1 Eligible.
General or Child Psychiatrists for inpatient &
partial program services. Very competitive
salary, benefits and incentive plans. Contact Joy
Lankswert @ 866-227-5415; OR email joy.

lankswert@uhsinc.com
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Outpatient Clinical Director

The Philadelphia VA Medical Center (PVAMC)
seeks candidates for the full-time Director of the
Behavioral Health Outpatient Program who will
be responsible for the administration of the
Mental Health Clinics which provide treatment
to approximately 7000 veterans in the
Philadelphia area. The PVAMC Behavioral
Healthcare Service provides a full range of high
quality, restorative and preventative behavioral
health services to the veteran population
including evidence based psychotherapies. The
Philadelphia VAMC is affiliated with the
University of Pennsylvania and a faculty
appointment may be available in the university’s
department of Psychiatry. Full federal benefits;
including tuition reimbursement under the
Education Debt Reduction Program. Salary is
commensurate with experience.

Applicants must have U.S. citizenship; M.D. or
equivalent degree; an unrestricted license and
proficiency in spoken and written English.
Demonstrated excellent qualifications in
Clinical Care, Education, and Research; ABPN
certification or eligibility in Psychiatry are re-
quired.

The PVAMC is an equal opportunity,
affirmative action employer.

Please submit curriculum vitae, a cover letter,
and references to: Philadelphia VA Medical
Center, 3900 Woodland Avenue, Philadelphia,
PA 19104, Attn: Announcement #297-09

Great Opportunity for Psychiatrist in
Practice in or near Montgomery County, PA
- Increase income/Capture new market. Gero-
psychiatric Unit in general hospital. Associate
Medical Director position with annual stipend.
Position nicely compliments already existing
private practice and we’ll market your practice
as well. Please call Terry B. Good at 1-804-
684-5661, Fax #: 804-684-5663; Email: terry.
good@horizonhealth.com.

Psychiatrists:

Currently we have exciting full- and part-
time positions in a rapidly expanding depart-
ment. Opportunities include responsibilities in
and outside our five-hospital health system.
There are immediate openings for child/
adolescent, adult and addictions psychiatrists.

There are also practice options in a traditional
psychotherapy model. Evening and weekend
positions also available. Excellent salaries, no
on-call nor rounding responsibilities ever and
exceptional benefits package offered. Send CV
to Kevin Caputo, M.D., Vice President and
Chairman, Department of Psychiatry, Crozer-
Keystone Health System, One Medical Center
Blvd., Upland, PA 19013 or contact the depart-
ment manager, Kathy Waring at 610-619-7413

When seeking information
about psychiatric/mental
health issues and looking
for employment opportunities,
our readers choose
Psychiatric News over other
psychiatric newspapers.

Place your ad in an upcoming
issue of Psychiatric News.

Issue: Deadline:
Oct 2 Sept 18
Oct 16 Oct 2
Nov 6 Oct 23
Nov 20 Nov 6
Dec 4 Nov 20
Dec 18 Dec 4

SOUTH CAROLINA

CHIEF
of
MENTAL HEALTH SERVICE

The WJB Dorn Veterans Affairs Medical Center
(VAMC) is seeking an individual with clinical
leadership and managerial skills to direct our
Mental Health Service. Dorn VA Medical Cen-
ter, part of the VA Southeast Network (VISN
7), is a 216-bed facility, encompassing medical,
surgical, psychiatric, and geriatric care. The
medical center provides care to approximately
67,000 veterans in the midlands and upstate
South Carolina. Community Based Outpatient
Clinics (CBOCs) are located in Anderson,
Greenville, Spartanburg, Florence, Orangeburg,
Sumter, and Rock Hill, SC, and provide primary
care, mental health, and telemedicine services.
Dorn VAMC is affiliated with the University of
South Carolina (USC) School of Medicine and
provides teaching services for students and
residents. USC is the state’s flagship research
university, with Schools of Public Health, Nurs-
ing, Pharmacy, and an active Graduate School.

The Chief of Mental Health will assist in
planning and development of our long-term
strategic initiative to create a “Mental Health
Center of Excellence.” Applicants should be
from one of the four core mental health profes-
sional disciplines: Nursing, Psychiatry, Psychol-
ogy, and Social Work and should have experi-
ence and expertise in research, administering
programs, clinics, staff, and trainees. This indi-
vidual will be responsible for oversight, direc-
tion, and development of outpatient, inpatient,
and tele-mental health services at the Medical
Center and its CBOCs and joint program
development with the USC School of Medicine.
The successful candidate will qualify for a faculty
appointment at University of South Carolina
commensurate with training and experience.

Columbia’s variety in cultural and recreational
activities, its location (2 hours from the ocean
and 2 hours from the mountains), and weather
(mild winters), make it a pleasant place to live.
Columbia has an excellent airport, a thriving arts
and cultural community, fine restaurants, an
abundance of golf courses and mountain-biking
trails, and whitewater and trout fishing within
the city limits. Large lakes which offer world-
class fishing, sailing, water-skiing, and
waterfront camping are a short drive away.

Interested individuals should send their CV and
3 professional references to:

Human Resources (05M)

W]JB Dorn VA Medical Center

6439 Garners Ferry Road

Columbia, SC 29209-1639

Fax: 803-695-6702

Phone: 803-776-4000, extension 6264

Also refer to: http://www.usajobs.opm.gov
#09-188-COS for more information

For specific information concerning the
position, contact:

Dr. Stephen Hawes

Chair, Search Committee

Director of Mental Health Service
803-776-4000, extension 7143

TENNESSEE

Board-certified/eligible psychiatrists needed
for full time and part time positions in a large
Psychiatry Service at Mountain Home VAMC
in Johnson City, Tennessee. Primary responsibil-
ity will be managing outpatients with a variety
of psychiatric disorders. Join staff of 30
prescribers, including 18 psychiatrists at ETSU-
affiliated residency training program with
medical students, adult and med-psych residen-
cies. Clinical appointment potential and some
teaching expected. Research a plus. On-call (full
time positions only) is backup to residents and
shared amongst staff psychiatrists. NO STATE
INCOME TAX, LOW COST OF LIVING,
BEAUTIFUL MOUNTAINOUS REGION,
LOTS OF PARKS, GOLF COURSES,
LAKES, NATIONAL FOREST.

Inquiries:

Deborah Burchfield, (423) 979-3465, or
Deborah.Burchfield@va.gov and George.
brown@va.gov. Applications and/or CVs to:
James H. Quillen VA Medical Center P.O. Box
4000 (05), Mountain Home, TN 37684 or Fax:
(423) 979-3443 or Email: mtmhomehrmservice@

med.va.gov

TEXAS

Associate Professor

The Department of Psychiatry at the University
of Texas Medical Branch in Galveston is seeking
an Associate Professor for our Adult division.

Responsibilities include direct patient care,
resident supervision and teaching. Research
opportunities are available. The position can be
required to work in any of our three locations
one of which is located in Webster; the other
two are on Galveston Island. The position
reports directly to the Chair of the Department.
Minimum qualifications are medical doctor with
a Texas medical license and must have graduated
from an accredited Psychiatry Residency
Program. Board certified in Psychiatry and
Neurology with experience in clinical psychiatry
is preferred.

Candidates with interest and skills in this area
should send a curriculum vitae and cover letter
to: Robert M.A. Hirschfeld, M.D., The
University of Texas Medical Branch,
Department of Psychiatry, 301 University,
Galveston, TX 77555-0188.

The University of Texas Medical Branch at
Galveston is an equal opportunity, affirmative
action institution which proudly values diversity.
Candidates of all backgrounds are encouraged

to apply.

Vericare is currently seeking TeleMed Board
Certified Psychiatrists in Texas with Geriatric
experience.

Does spending less time in your car and more
time seeing patients appeal to you? Or spending
more time at home and less time at the office?
Do you want to directly impact a population in
desperate need of quality care? If yes, then join
us at Vericare. Work with our team of dynamic
professionals who are breaking through conven-
tional methods of care! Our Telemed service line
enables you to provide care to a population who
previously had little hope of receiving the care
they deserve.

Ifyou are interested in learning how you can join
our dynamic Vericare team, please contact me
at 800-257-8715 x1166, slekic@vericare.com
or visit us at www.vericare.com. o be eligible,
you must have a medical degree and have
completed your residency in psychiatry from an
accredited institution, state licensure in good
standing, and board certification in adult and/or
geriatric psychiatry.

Interested in loving where you live and work?
Then consider- Lufkin

Lufkin State Supported Living Center is looking
for a psychiatrist. We are located in beautiful
deep east Texas near two national forests,
boasting of great lakes, parks and one of the best
golf courses in Texas. According to the Cham-
ber of Commerce- Lufkin is the #1 Micropolitan
community in Texas and has many dining and
shopping opportunities. Lufkin State Supported
Living Center is a developmental facility for
people with mental retardation and physical
disabilities as well as persons with dual diagnosis
which includes mental illness. A typical work
schedule is Monday - Friday 8 a.m. to 5 p.m.
The work environment is casual and the medical
problems are challenging. We have a strong
support system and offer excellent benefits
(competitive salary, retirement, health/dental
insurance, paid vacation and sick days, life insur-
ance, longevity pay, up to 15 paid holidays per
year, and more). A three bedroom, home with
a formal dining/living room and den is available
on campus with all bills paid and a modest rent.

For more information, call 936-853-8350, or
e-mail: gale.wasson@dads.state.tx.us

Corpus Christi, TX - Psychiatrist Retiring
from a stable, thriving practice of 20+ yrs.
Excellent income potential with a variety of
practice options and call groups. Relocation
assistance available. Oceanside community with
beautiful beaches and sunsets - with an array of
outdoor activities including sailing, fishing, and
Wind-surfing. Call or email Lynda DePanicis
at 361-986-1801 - lynda.depanicis@padre
hospital.com to inquire.
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Texas Gulf Coast Medical Group

Psychiatrist to join a respected and well
established large family and multi-specialty
practice in Webster, Texas, a Houston suburb.
The patients are waiting for you! Brand new
officebuilding with EMR and state of the art
equipment. Lakes, the ocean, fishing, golfing,
excellent schools, and warm temperatures year
round. See our website at www.txgulfcoastmed.
com or fax your CV to (281) 724-0210

The Department of Psychiatry and
Behavioral Sciences of the University of
Texas Medical School at Houston has an
extraordinary opportunity for psychiatrists
seeking to develop and implement new inpatient
and outpatient clinical and research initiatives.
Under new leadership, the Department is
looking to expand clinical and research areas and
is seeking general psychiatrists, child and
adolescent psychiatrists and geriatric
psychiatrists to join a growing academic de
partment dedicated to excellence in clinical care,
research and education. The Medical School is
part of the University of Texas Health Science
Center Houston, located in the Texas Medical
Center - the largest medical center in the world.
The Department of Psychiatry will shortly be
moving into a brand-new building that will
house the new Institute of Psychiatry. Individu-
als applying for these positions must be Board
Certified in general psychiatry, child & adoles-
cent psychiatry and geriatric psychiatry or have
completed an accredited training in these spe-
cialty and subspecialty areas in the United States.
Additionally, they must be licensed or be eligible
for licensing in the State of Texas. Depending
upon the applicant’s qualification and creden-
tials, faculty appointments at the level of Assis-
tant Professor, Associate Professor or Professor
will be offered. Salary levels are very competi-
tive and also carry excellent fringe benefit
packages. To find out more information about
these unique academically-driven positions or
to apply for them, please write to Jair C. Soares,
M.D., Professor and Chair, and include a copy
of your curriculum vitae and a letter of interest
to 1300 Moursund Street, Houston, Texas
77030, e-mail: Jair.C.Soares@uth.tmc.edu
phone 713-500-2507; fax 713-500-2553. The
University of Texas Health Science Center at
Houston is an EO/AA employer. M/E/D/V

Central West Texas. BC/BE Psychiatrist in

an in/outpatient setting.

® 22 bed unit - adult/geriatrics only

® Call 10 nights a month - alternate weekends

* Employee of Shannon Clinic

® 3 yr contract, with Ist year guarantee,
$200,000+

® Production and Quality incentives

¢ Sign on bonus

* Relocation allowance

® 35 days vacation

* Annual CME allowances

¢ Health/dental/disability/life

* Retirement

San Angelo is a city of 100,000
e Service area of 250,000

e NO TRAFFIC

® Pleasant climate

¢ Affordable housing

¢ Exemplary schools

¢ State University

® Regional airport

Shannon Clinic
Carrie Hallman - 325/481-6390
carriehallman@shannonhealth.org
www.shannonhealth.com

AUSTIN: Child Psychiatrist - Residential
Treatment Center. Employment - salary & full
benefits.

DALLAS area - SHERMAN. General
Psychiatrist - Private practice of inpatient and
outpatient.

WEST TEXAS San Angelo: Child
Psychiatrist. Great private practice opportunity.
Busy practice from start.

Contact: Joy Lankswert @ 866-227-5415 or

email joy.lankswert@uhsinc.com

VIRGINIA BEACH

Outstanding private practice opportunity for
board certified psychiatrist to join 1 psychiatrist
and 3 therapists in well-established (25 year)
out-patient practice caring for children,
adolescents and adults. Partnership plan with
opportunity to own. Guarantee $120,000 plus
monthly bonus. Contact Dan Darby, MD at Tel:
(757) 425-5050 Fax: (757) 425-1389.

Virginia Commonwealth University, School
of Medicine, Department of Psychiatry, is
recruiting a BE/BC Psychiatrist with academic
career interest of residents/medical students and
to provide outpatient and/or inpatient clinical
care. The Divisions of Ambulatory Care
Psychiatry and Inpatient Services are leaders in
clinical education and growing in research
capabilities. VCU’s Department of Psychiatry
employs over 75 fulltime faculty and has well-
funded research in genetics, addictions, child
and women’s mental health and psychopharma-
cology. VCU is the largest university in Virginia
with robust health science campus and 750-bed
university hospital. Richmond, the State Cap-
ital, has moderate climate and rich mix of history
with modern facilities, excellent suburban hous-
ing, public/private schools. Internet provides
comparative cost of living. Send CV to Dr. Joel
Silverman, ¢/o Marie Roach, Human Resources,
Department of Psychiatry, VCU, Box 980710,
Richmond, VA 23298 (Fax 804-828-1472). VCU
is an Equal Opportunity, Affirmative Action
employer. Women, minorities, and persons with
disabilities are encouraged to apply.

Horizon Health, the nation’s largest provider
of psychiatric contract management services, is
seeking a Psychiatrist for a 20-bed Adult, and
8-bed Geriatric, psychiatric inpatient programs
located just 30 minutes west of Charlottesville,
VA. Salaried position, plus productivity bonus,
and full benefits. For more information, please
contact: Mark Blakeney, Horizon Health. Voice:
972-420-7473; Fax: 972-420-8233; or email:
mark.blakeney@horizonhealth.com

ADDICTIONS PSYCHIATRY, FACULTY CHAIR

The Department of Psychiatry, Medical College
of Virginia at Virginia Commonwealth
University, in collaboration with the Hunter
Holmes McGuire Veterans Administration
Medical Center, and VCU Institute for Drug
and Alcohol Studies, is recruiting an academic
physician Chair for the Division of Addiction
Psychiatry. Chair is responsible for developing
research, teaching and clinical programs.
Funded ACGME accredited Addictions
Fellowship. Strong programs in psychiatric
genetics, epidemiology, pharmacology, toxicol-
ogy, and women’s health. Emerging School of
Public Health. State funded health practitioner
impairment program, laboratory and
community based research are active areas for
collaboration. Department of Psychiatry has
over 75 full-time faculty, 39 residents, multiple
fellowships and research centers including an
addiction genetics research center. The Veterans
Administration Medical Center has robust
residential and outpatient addictions program-
ming, and an outstanding program in Psychiatry
and Primary Care. VCU is Virginia’s largest
university with robust health science campus and
750-bed university hospital. Richmond, the
State Capital, has moderate climate, a rich
history, cultural activities, excellent choices for
urban, suburban, or country living, outstanding
public/private schools. See comparative cost of
living via Internet at www.coli.org/. Virginia
Commonwealth University is an Equal
Opportunity/Affirmative Action employer.
Women, persons with disabilities, and minorities
are encouraged to apply. Send applications to
Joel J. Silverman, M.D., Chairman, c/o Marie
Baker-Roach, Department of Psychiatry, MCV/
VCU Box 980710, Richmond, VA 23298. Please
contact Dr. Joel Silverman at 804/828-9156 or
email jsilverman@mcvh-veu.edu

VIRGINIA COMMONWEALTH
UNIVERSITY, Department of Psychiatry,
School of Medicine, is recruiting a BE/BC Psy-
chiatrist to serve as Chair, Division of Ambula-
tory Psychiatry, position available as of July
1, 2008. Duties include development of new
programs, ambulatory care research, ambulatory
resident and student education, and direction of
general and specialty clinics and staff supervi-
sion. Significant experience in academic ambu-
latory care, teaching, administration and clinical
research required. Faculty with funded research
preferred. Ambulatory Care Clinics are located
at the VCU Medical Campus, and have an esti-
mated 16,000 patient visits/year. Department
of Psychiatry employs over 80 fulltime faculty
and is nationally ranked in federally funded re-
search. Richmond, the State Capital, has mod-
erate climate and rich mix of history, a diverse
multicultural community, excellent housing and
public/private schools. Internet provides com-
parative cost of living. Send CV to Search Com-
mittee, ¢/o Marie Roach, VCU, Box 980710,
Richmond VA 23298. Virginia Commonwealth
University is an Equal Opportunity/Affirmative
Action employer. Women, persons with dis-
abilities, and minorities are encouraged to apply.
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FACILITY MEDICAL DIRECTOR

Eastern State Hospital (ESH), a Joint
Commission Accredited Hospital, seeks a BC/
BE psychiatrist licensed by the Virginia Board
of Medicine. Our new Geriatric Center (150
beds) opened April 2008; the Adult Mental
Health Center (150) beds), under construction,
opens June 2010.

Candidate will provide direction, oversight and
supervision of all Clinical Departments;
Psychology, Social Work, Psychosocial
Rehabilitation; and supervision and coordination
of activities of the Medical Staff. Demonstrated
knowledge and experience in administrative and
clinical activities in the field of mental health
required. Must be experienced and knowledge-
able of joint Commission Standards and CMS
Regulations. Candidate will also facilitate a
broader clinical interface with other facility and
community service entities. Educational
affiliations include the College of William &
Mary, and Eastern Virginia Medical School.

Salary range $175,000-220,000 accompanied by
comprehensive state benefits package (paid
malpractice, disability, and life and health
insurance). ESH has been in continuous opera-
tion for 235 years!

Send CV’s to:

Human Resources Department

Eastern State Hospital

4601 Ironbound Road
Williamsburg, VA 23188-2652

Tour: www.esh.dmhmrsas.virginia.gov
To apply on line:
https//jobs.agencies.virginia.gov
(757) 253-5411
(757) 253-4996 fax

EOE

VIRGINIA COMMONWEALTH
UNIVERSITY: The Department of
Psychiatry, School of Medicine, is recruiting a
BE/BC Psychiatrist to serve as Outpatient
Director of the Virginia Treatment Center for
Children (VT CC), Ambulatory Care Psychiatry,
at the VCU Medical Center. Duties include
development of new programs, outpatient clin-
ical care, ambulatory resident and student educa-
tion, and direction of medical clinics and staff
supervision. The VT'CC is a leader in clinical
education and is growing in research capabilities.
Academic experience, including clinical educa-
tion, research and scholarly endeavors,
preferred. VCU Department of Psychiatry em-
ploys over 80-fulltime faculty and is nationally
ranked in federally funded research. Richmond,
the State Capitol, has moderate climate and rich
mix of history, a diverse multicultural commu-
nity, excellent housing, and public/private
schools. Internet provides comparative cost of
living. Send CV to Marie Roach, Human Re-
sources, Department of Psychiatry, VCU, Box
980710, Richmond, VA 23298 (Fax 804-828-
1472). VCU is an Equal Opportunity/Affirma-
tive Action employer. Women, minorities, and
persons with disabilities are encouraged to apply.

WASHINGTON

CHIEF, BEHAVIORAL HEALTH SERVICE
STAFF PSYCHIATRIST

The Veterans Affairs Medical Center in
Spokane, WA, is seeking a Board Certified Psy-
chiatrist to fill the position of Chief, Behavioral
Health Service. This physician administrator
manages the mental health service line. 10% of
the time is performing clinical duties, which may
include covering the 8-bed inpatient psychiatric
ward, or working in one of the outpatient clinics.

We are also seeking a Staff Psychiatrist to pro-
vide assessment and management of psychiatric
care for veterans, including traumatic brain in-
jury, and Operation Enduring Freedom/Opera-
tion Iraqi Freedom evaluations and treatment.

Located in the heart of the Pacific Northwest,
Spokane is a vibrant community with a
population of approximately 300,000. Spokane
offers exceptional recreational, educational and
cultural opportunities in a four-season climate.

Our physicians enjoy a unique quality mix of
career and leisure time. Benefits include:

e Salaried position

® Malpractice coverage

* Excellent retirement program

® Generous paid vacation/sick/ CME days

* 10 paid holidays

Call or send resume in confidence to:
Donna Dehart-Ray, RN, MS, MD/
Nurse Recruiter
4815 N. Assembly
Spokane, WA 99205-6197
Telephone: (509) 434-7657
Fax: (509) 434-7134

An Equal Opportunity Employer

WEST VIRGINIA

West Virginia School of Osteopathic
Medicine, Lewisburg, WV is secking a
fulltime, tenure, faculty in Psychiatry. Duties
include teaching medical students, interns,
residents; developing psychiatric curriculum for
students years 1-2; developing curriculum,
rotational components and evaluation
instruments for students years 3-4; maintaining
a clinical practice. Research supported but not
required. D.O. or M.D. degree, completed
residency, board certification or eligibility in
Psychiatry and clinical experience in general
psychiatry. Must be able to be licensed in WV,
which requires a rotating osteopathic internship
for osteopathic physicians.

Excellent benefit package including the avail-
ability of fully paid malpractice insurance, edu-
cational loan repayment. Salary and faculty rank
based on experience and training. Information
at WWW.WVSOM.EDU . Apply by contact-
ing Leslie Bicksler, Director HR at Ibicksler@
wvsom.edu , 304/647-6279. AA/EOE.

PSYCHIATRIST-West Virginia University
School of Medicine, The Department of
Behavioral Medicine and Psychiatry, has ongo-
ing opportunities and faculty positions for full-
time, part-time or per diem BE/BC psychiatrists
in various locations throughout the state of West
Virginia, including its primary clinical, educa-
tional and research location in Morgantown,
WYV, as well as William R. Sharpe Jr. Hospital,
a 150-bed, JCAHO-accredited, state psychiatric
hospital in Weston, WV. Responsibilities in-
clude patient care and teaching, with opportuni-
ties for research. Positions will remain open
until filled. Contact Susan Clayton at sclayton@
hsc.wvu.edu. WVU is an AA/EO employer.

~ International

AUSTRALIA & NEW ZEALAND
PSYCHIATRY JOBS

Gen. Adult - Child & Adoles. - Forensics
Locum Tenens or Permanent Jobs
Salaries of up to 350,000 per annum
www.IMRpsychiatry.com

PSYCHOSOMATIC MEDICINE FELLOWSHIP

One year exciting, well-established, fellowship
program, one of the first accredited by the
ACGME, in a 750-bed university hospital,
accepting applications for July 1, 2010. Ad-
vanced training offered to psychiatrists who have
completed residency. Please write or call: James
L. Levenson, M.D., Chairman, C-L Division,
VCU Health System, Department of Psychiatry,
Box 980268, Richmond, VA. 23298-0268, jlev
enson@mcvh-vcu.edu (804) 828-0762 or Sherif
Meguid, M.D. aabdel-meguid@mcvh-vcu.edu

FELLOWSHIP
PUBLIC PSYCHIATRY at YALE

The Connecticut Mental Health Center -
Yale University School of Medicine is accept-
ing applications for a one-year Fellowship in
Public Psychiatry for July 2010. CMHC is a
major site for training, research and clinical
service within the Yale and State systems. As a
state-funded, academic, urban mental health
center it provides a unique setting for
psychiatrists to obtain advanced training as they
pursue careers as leaders in the field. Fellows
spend 50% time in seminars, supervision, and
administrative/policy meetings of CMHC and
the CT Dept. of Mental Health and Addiction
Services; and up to 50% effort providing direct
clinical service and/or consultation within
public mental health settings in New Haven.
Candidates must be eligible for board certifica-
tion and CT licensure. Minority applicants are
encouraged to apply. For further information
contact Jeanne Steiner, D.O. Medical Director,
CMHC - Yale Univ., 34 Park St New Haven,
CT 06519 or Jeanne.Steiner@yale.edu.
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PSYCHOSOMATIC MEDICINE FELLOWSHIP
BETH ISRAEL MEDICAL CENTER, NEW YORK
CITY

Available full-time position for July 2010 at Beth
Israel Medical Center, a major teaching affiliate
of the Albert Einstein College of Medicine,
located in beautiful Gramercy Park, Manhattan.
This ACGME accredited program provides a
broad training experience working with patients
and staff in a variety of med-surg settings
including oncology, HIV-AIDS, intensive care,
ob-gyn, cardiology, and ambulatory primary
care. Educational activities include a weekly
didactic course in Psychosomatic Medicine (C-L
Psychiatry), fellow’s journal club, and extensive
individual supervision. Teaching/supervision of
psychiatry residents and medical students is
emphasized and independent academic projects/
research are encouraged. Interested applicants
should contact Nancy Maruyama, MD:
NMaruyam@CHPNET.org -or phone (212)
420-4094

POSITION:
Fellowship
SPONSOR: University of Rochester
Medical Center, Department of Psychiatry
DESCRIPTION: The University of Rochester
program in Geriatrics and Neuropsychiatry
offers one-year PGY-5 clinical fellowships in
Geriatric Psychiatry. Ours is an ACGME
accredited program, successful completion of
which makes graduates eligible for the ABPN
subspecialty examination in geriatric psychiatry.
In addition, a two-year Interdisciplinary
Geriatrics Fellowship is available that integrates
the core disciplines of psychiatry, medicine, and
dentistry and prepares trainees as clinical
educators. Both fellowships offer training in the
care of older patients in a variety of inpatient,
long-term care, clinical, consultation, and
palliative care services. Supervised clinical
experiences are complemented by a didactic pro-
gram, elective offerings, and opportunities to
develop individual scholarly interests. In addi-
tion to the breadth of our clinical programs and
patient populations, we have a large cadre of
experienced and nationally recognized clinicians
and researchers serving on our faculty. We pride
ourselves on providing a stimulating, rewarding

Geriatric Psychiatry

Candidates

Employers

educational experience in a supportive and
nurturing environment. Applications are now
being accepted for the 2010/2011 academic year.
CONTACT: For more information, please
contact Lisa Boyle, M.D., Director, Geriatric
Psychiatry Fellowship, Department of Psychia-
try, University of Rochester Medical Center, 300
Crittenden Boulevard, Rochester, NY 14642-
8409 Phone: 585.275.2824; Fax: 585.273.1082;
E-Mail: Lisa_Boyle@urmec.rochester.edu
Website: www.urmc.rochester.edu/smd/psych/
educ_train/fellowship/geriatrics/index.cfmThe
University of Rochester is an equal opportunity/
affirmative action employer.

UCSD DEPARTMENT OF PSYCHIATRY -
FORENSIC FELLOWSHIP

The University of California, San Diego is
recruiting Fellows for our new Forensic
Fellowship beginning July 1, 2010. For detailed
description please go to: http://www.aapl.org/
fellow.php#UN_UCSD

For an application and additional information,
please send your email indicating interest to:
kstuart@ucsd.edu

Mount Sinai School of Medicine
Department of Psychiatry
Psychiatry Hospitalist Fellowship

Mount Sinai School of Medicine Department of
Psychiatry offers a one-year fellowship in
Hospitalist Psychiatry. This unique fellowship
extends to psychiatry the established training for
hospitalist physicians in internal medicine. The
goal of the training is to prepare graduate
psychiatrists for hospital positions with
administrative roles, including Medical
Directors of psychiatric services. Fellows will
work under the direct supervision of the
fellowship director, Vansh Sharma, MD, Vice
Chair of Clinical Affairs.

The fellowship provides: 1) clinical and
administrative training in the acute care of pa-
tients in inpatient, ER and C-L settings, plus 2)
training in budgetary and administrative issues
relating to hospital psychiatric services, includ-
ing billing, reimbursement, and technical aspects

of hospital-based budgeting. See further descrip-

Use the AP

U

tion at http://www.hospitalmedicine.org. Under
Education and Hospital Medicine Fellowships.

Stipend for the fellowship is projected to be
$70,000 for the period 7/1/2010- 6/30/2011.
Interested applicants should contact Dr. Sharma,
sending CV to: vansh.sharma@mssm.edu. EOE.

PSYCHOSOMATIC MEDICINE FELLOWSHIPS AND
CHIEF RESIDENCY POSITIONS AT YALE
UNIVERSITY

This ACGME-accredited one-year fellowship
has five Psychosomatic Medicine Fellowship
positions available at the PGY-V level or above,
starting July 1, 2010. Applications for Chief
Resident positions are also welcome (PGY IV
year training does not provide eligibility for
subspecialty board certification). The program
offers training in inpatient and outpatient
consultation-liaison psychiatry at Yale New
Haven Hospital and at the VA Connecticut
Healthcare System, with multiple specialty elec-
tives. An Equal Opportunity employer. Please
contact Paul Desan, MDD, PhD, Yale New Haven
Hospital, 20 York St CB2039, New Haven, CT
06504, paul.desan@yale.edu, (203) 785-2618.

PSYCHOSOMATIC MEDICINE/
CONSULTATION-LIAISON PSYCHIATRY
COLUMBIA UNIVERSITY
COLLEGE OF PHYSICIANS AND SURGEONS

The Department of Psychiatry at Columbia
University College of Physicians and Surgeons
offers a one-year fellowship in Psychosomatic
Medicine at New York Presbyterian Hospital-
Columbia University Medical Center for board
eligible/board certified graduates of approved
psychiatric residency programs. The fellowship
seeks psychiatrists with outstanding clinical and
academic records as evidenced by publications,
presentations, teaching experience, and excep-
tional letters of recommendation, who are inter-
ested in an academic career in Psychosomatic
Medicine (consultation-liaison psychiatry).
Spanish speaking a plus. This is a full-time,
ACGME-approved program with clinical, re-
search, and teaching experience at a major ter-
tiary care center. Some call is required. Ap-
plicants are sought for the 2010-2011 academic

[ Job Baflk's . .

~Confetence onnectton tool toset up s

year. To apply, please submit a personal state-
ment, three letters of recommendation, and a
C.V,, no later than October 15, 2009. For fur-
ther information applicants should contact Dr.
Peter A. Shapiro at Columbia University, Col-
lege of Physicians and Surgeons, 622 West 168th
Street, Box 427, New York, NY 10032; (212)
305-9985, or by email at mf251@columbia.edu.
Columbia University is an AAEOE.

_ Gourses & Workshops

Psychiatry Board Review for ABPN II
Cost-effective strategies for busy clinicians.
Over 90 vignettes!

Visit www.psychedu.com

_ Fueniture
Handmade iconic couches. See our online
catalogue at www.analyticcouch.com Contact

Randy for fabric samples 206 524 7700. Some
custom options available.

Psychiatric News

Delivers up-to-the-minute
information vital to all
psychiatric professionals.

Place your ad today!

For line classified advertising
contact:

Alice Kim at (703) 907-7331
or classads@psych.org

" interviews gt*the Institute on Psychlatrlc Serv1ces
- -

Access the most comprehensive listing of psychiatric positions
and find your ideal position at the APA Job Bank at psych.org/
jobbank. Register to use the Conference Connection, post your

resume, receive instant job alerts, use the career tools and more.

Use the many resources of the APA Job Bank at psych.org/
jobbank to meet qualified candidates and make a smart recruit-
ment decision. Advertise in the Psychiatric Services and/or Psy-
chiatric News classifieds and the APA Job Bank and receive a 10%
discount on each. Reach more psychiatrists at the Institute on
Psychiatric Services with our bonus distribution of the Psychiatric
Services October issue (deadline 9/3) and the Psychiatric News
October 2 issue (deadline 9/4). For more information, contact

Alice Kim at (703) 907-7330 or classads@psych.org

Sign up for the Conference Connection at the Institute on Psychiatric Services, October 8-11 in New
York City, and let potential employers and candidates know that you will be attending the meeting.

Candidates and Employers

During the meeting, stop by the APA Job Bank booth in the
APA Member Center to search the database and ask a representative
to demonstrate Job Bank features. The Institute on Psychiatric
Services is the APA’s leading educational conference on clinical

issues and community mental health—for more information,

visit psych.org/ips

APA Member Center and Job Bank

Sheraton New York Hotel and Towers
Metropolitan Room, 2nd floor

Location:

Hours:
Friday, October 9

Thursday, October 8 1:30 p.m. - 5:45 p.m.
9:30 a.m. - 12:00 p.m.
1:30 p.m. - 5:45 p.m.
Saturday, October 10 9:30 a.m. - 12:00 p.m.

-
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2 Pristig

desvenlafaxinel  Extended-Release Tablets

BRIEF SUMMARY. See package insert for full Prescribing Information. For further product information
and current package insert, please visit www.wyeth.com or call our medical communications
department toll-free at 1-800-934-5556.

WARNING Smcldallty and Antldepressant Drugs
d the risk to placebo of suicidal thinking and behavmr

3 consecutive on-therapy visits. In clinical studies, regarding the proportion of patients with sustained
hypertension, the following rates were observed: placebo (0.5%), Pristiq 50 mg (1.3%), Pristiq 100 mg
(0.7%), Pristiq 200 mg (1.1%), and Pristiq 400 mg (2.3%). Analyses of patients in Pristiq controlled
studies who met criteria for sustained hypertension revealed a dose-dependent increase in the
proportion of patients who developed sustained hypertension. Abnormal Bleeding-SSRIs and SNRIs can
increase the risk of bleeding events. Concomitant use of aspirin, other drugs that affect platelet function,
nonsteroidal anti-inflammatory drugs, warfarin, and other anticoagulants can add to this risk. Bleeding
events related to SSRIs and SNRIs have ranged from ecchymosis, hematoma, epistaxis, and petechiae to
life-threatening hemorrhages. Patients should be cautioned about the risk of bleeding associated with the
concomitant use of Pristiq and NSAIDs, aspirin, or other drugs that affect coagulation or bleeding. Narrow-
angle Gl Mydriasis has been reported in association with Pristiq; therefore, patients with raised

(suu:ldallty) in children, adolescents, and young adults in short-term studies of Major Depi
Dlsorder (MDD) and other psychiatric disorders. Anyone considering the use of Pristiq or any other
in a child, or young adult must balance this risk with the clinical need.
Short- term studies did nol show an increase in the risk of suicidality with antidepressants
compared to placebo in adults beyond age 24; there was a reduction in risk with antidepressants
compared to placebo in adults aged 65 and older. Depression and certain other psychiatric
are i with i in the risk of suicide. Patients of all ages who
are started on antidepressant therapy should be monitored appropriately and observed closely for
clinical worsening, suicidality, or unusual changes in behavior. Families and caregivers should be
advised of the need for close observation and communication with the prescriber. Pristiq is not
approved for use in pediatric patients [see Warnings and Precautions (5.1), Use in Specific
Populations (8.4), and Patient Counseling Information (17.1 in the full prescribing information)].

INDICATIONS AND USAGE: Pristiq, a selective serotonin and norepinephrine reuptake inhibitor (SNRI),
is indicated for the treatment of major depressive disorder (MDD).

CONTRAINDICATIONS: Hypersensitivity-Hypersensitivity to desvenlafaxine succinate, venlafaxine
hydrochloride or to any excipients in the Pristiq formulation. Menoamine Oxidase Inhibitors-Pristiq must
not be used concomitantly in patients taking monoamine oxidase inhibitors (MAQIs) or in patients who have
taken MAOIs within the preceding 14 days due to the risk of serious, sometimes fatal, drug interactions with
SNRI or SSRI treatment or with other serotonergic drugs. Based on the half-life of desvenlafaxine, at least 7
days should be allowed after stopping Pristiq before starting an MAOI [see Dosage and Administration (2.5)
in the full prescribing information].

WARNINGS AND PRECAUTIONS: Clinical Worsening and Suicide Risk-Patients with major depressive
disorder (MDD), both adult and pediatric, may experience worsening of their depression and/or the
emergence of suicidal ideation and behavior (suicidality) or unusual changes in behavior, whether or not
they are taking antidepressant medications, and this risk may persist until significant remission occurs.
Suicide is a known risk of depression and certain other psychiatric disorders, and these disorders
it are the g of suicide. There has been a long-standing concern, however, that
antidepressants may have a role in inducing worsening of depression and the emergence of suicidality in
certain patients during the early phases of treatment. Pooled analyses of short-term placebo-controlled
studies of antidepressant drugs (SSRIs and others) showed that these drugs increase the risk of suicidal
thinking and behavior (suicidality) in children, adolescents, and young adults (ages 18-24) with major
depressive disorder (MDD) and other psychiatric disorders. Short-term studies did not show an increase
in the risk of suicidality with antidepressants compared to placebo in adults beyond age 24; there was a
reduction with antidepressants compared to placebo in adults aged 65 and older. The pooled analyses of
placebo-controlled studies in children and with MDD, obsessive-compulsive disorder (OCD),
or other psychiatric disorders included a total of 24 short-term studies of 9 antidepressant drugs in over
4,400 patients. The pooled analyses of placebo-controlled studies in adults with MDD or other psychiatric
disorders included a total of 295 short-term studies (median duration of 2 months) of 11 antidepressant
drugs in over 77,000 patients. There was considerable variation in risk of suicidality among drugs, but a
tendency toward an increase in the younger patients for almost all drugs studied. There were differences
in absolute risk of suicidality across the different indications, with the highest incidence in MDD. The risk
differences (drug vs. placebo), however, were relatively stable within age strata and across indications.
These risk differences (drug-placebo difference in the number of cases of suicidality per 1000 patients
treated) are provided in Table 1 of the full prescribing information. No suicides occurred in any of the
pediatric studies. There were suicides in the adult studies, but the number was not sufficient to reach any
conclusion about drug effect on suicide. It is unknown whether the suicidality risk extends to longer-term
use, ie, beyond several months. However, there is substantial evidence from placebo-controlled
maintenance studies in adults with depression that the use of antidepressants can delay the recurrence of
depression. All patients being treated with antidepressants for any indication should be monitored
appropriately and observed closely for clinical worsening, suicidality, and unusual changes in
behavior, especially during the initial few months of a course of drug therapy, or at times of dose
changes, either increases or decreases. The following symptoms, anxiety, agitation, panic attacks,
insomnia, irritability, hostility, aggressiveness, impulsivity, akathisia (psychomotor restlessness),
hypomania, and mania, have been reported in adult and pediatric patients being treated with
antidepressants for major depressive disorder as well as for other indications, both psychiatric and
nonpsychiatric. Although a causal link between the emergence of such symptoms and either the
worsening of depression and/or the emergence of suicidal i has not been 1, there is
concern that such symptoms may represent precursors to emerging suicidality. Consideration should be
given to changing the therapeutic regimen, including possibly discontinuing the medication, in patients
whose depression is persistently worse, or who are experiencing emergent suicidality or symptoms that
might be precursors to worsening depression or suicidality, especially if these symptoms are severe,
abrupt in onset, or were not part of the patient’s presenting symptoms. If the decision has been made to
discontinue treatment, medication should be tapered, as rapidly as is feasible, but with recognition that
abrupt discontinuation can be associated with certain symptoms [see Warnings and Precautions (5.9) and
Dosage and Administration (2.3) in the full prescribing information for a description of the risks of
discontinuation of Pristiq]. Families and caregivers of patients being treated with antidepressants for major
depressive disorder or other indications, both psychiatric and nonpsychiatric, should be alerted about the
need to monitor patients for the emergence of agitation, irritability, unusual changes in behavior, and the
other symptoms described above, as well as the emergence of suicidality, and to report such symptoms
immediately to health care providers. Such monitoring should include daily observation by families and
caregivers. Prescriptions for Pristiq should be written for the smallest quantity of tablets consistent with
good patient management, in order to reduce the risk of overdose. Screening patients for bipolar disorder-
A major depressive episode may be the initial presentation of bipolar disorder. It is generally believed
(though not established in controlled studies) that treating such an episode with an antidepressant alone
may increase the likelihood of precipitation of a mixed/manic episode in patients at risk for bipolar disorder.
Whether any of the symptoms described above represent such a conversion is unknown. However, prior
to initiating treatment with an antidepressant, patients with depressive symptoms should be adequately
screened to determine if they are at risk for bipolar disorder; such screening should include a detailed
psychiatric history, including a family history of suicide, bipolar disorder, and depressmn It should be noted
that Pristiq is not approved for use in treating bipolar dep! or p
Malignant Sy (NMS)-like of a potentially I|fe -threatening serotonin
syndrome or Neuroleptic Malignant Syndrome (NMS)-like reactions have been reported with SNRIs and
SSRIs alone, including Pristiq treatment, but particularly with concomitant use of serotonergic drugs
(including triptans), with drugs that impair metabolism of serotonin (including MAOIs), or with
antipsychotics or other dopamine antagonists. Serotonin syndrome symptoms may include mental status
changes (eg, agitation, hallucinations, coma), autonomic instability (eg, tachycardia, labile blood pressure,
hyperthermia), neuromuscular aberrations (eg, hyperreflexia, incoordination) and/or gastrointestinal
symptoms (eg, nausea, vomiting, diarrhea). Serotonin syndrome in its most severe form can resemble
neuroleptic malignant syndrome, which includes hyperthermia, muscle rigidity, autonomic instability with
possible rapid fluctuation of vital signs, and mental status changes. Patients should be monitored for the
emergence of serotonin syndrome or NMS-like signs and symptoms. The concomitant use of Pristiq with
MAOIs intended to treat depression is I | [see C ications (4.2)]. If concomitant
treatment of Pristiq with a 5-hydroxytryptamine receptor agonist (triptan) is clinically warranted, careful
observation of the patient is advised, particularly during treatment initiation and dose increases. The
concomitant use of Pristiq with serotonin precursors (such as tryptophan) is not recommended. Treatment
with Pristiq and any concomitant serotonergic or antidopaminergic agents, including antipsychotics, should
be discontinued immediately if the above events occur, and supportive symptomatic treatment should be
initiated. Elevated Blood Pressure- Patients receiving Pristiq should have regular monitoring of blood
pressure since dose-dependent increases were observed in clinical studies. Pre-existing hypertension
should be controlled before initiating treatment with Pristiq. Caution should be exercised in treating
patients with pre-existing hypertension or other underlying conditions that might be compromised by
increases in blood pressure. Cases of elevated blood pressure requiring immediate treatment have been
reported with Pristiq. Sustained hypertension- Sustained blood pressure increases could have adverse
consequences. For patients who experience a sustained increase in blood pressure while receiving Pristiq,
either dose reduction or discontinuation should be considered [see Adverse Reactions (6.1)]. Treatment
with Pristiq in controlled studies was associated with sustained hypertension, defined as treatment-
emergent supine diastolic blood pressure (SDBP) =90 mm Hg and >10 mm Hg above baseline for

intraocular pressure or those at risk of acute narrow-angle glaucoma (angle-closure glaucoma) should be
monitored. Activation of Mania/Hypomania-During all MDD and VMS (vasomotor symptoms) phase 2
and phase 3 studies, mania was reported for approximately 0.1% of patients treated with Pristiq. Activation
of mania/hypomania has also been reported in a small proportion of patients with major affective
disorder who were treated with other marketed antidepressants. As with all antidepressants, Pristiq
should be used cautiously in patients with a history or family history of mania or hypomania.
Disease-Caution is advised in administering Pristiq to patients with
cardiovascular, cerebrovascular, or lipid metabolism disorders [see Adverse Reactions (6.1)]. Increases in
blood pressure and heart rate were observed in clinical studies with Pristig. Pristiq has not been evaluated
systematically in patients with a recent history of myocardial infarction, unstable heart disease,
uncontrolled hypertension, or cerebrovascular disease. Patients with these diagnoses, except for
cerebrovascular disease, were excluded from clinical studies. Serum Cholesterol and Triglyceride
Elevation-Dose-related elevations in fasting serum total cholesterol, LDL (low-density lipoprotein)
cholesterol, and triglycerides were observed in the controlled studies. Measurement of serum lipids should
be considered during treatment with Pristiq [see Adverse Reactions (6.1)]. Discontinuation of Treatment
with Pristig- Discontinuation have been sy ly and prosp d in patients
treated with Pristiq during clinical studies in major depressive disorder. Abrupt discontinuation or dose
reduction has been associated with the appearance of new symptoms that include dizziness, nausea,
headache, irritability, insomnia, diarrhea, anxiety, fatigue, abnormal dreams, and hyperhidrosis. In general,
discontinuation events occurred more frequently with longer duration of therapy. During marketing of
SNRIs (Serotonin and Norepinephrine Reuptake Inhibitors) and SSRIs (Selective Serotonin Reuptake
Inhibitors), there have been spontaneous reports of adverse events occurring upon discontinuation of these
drugs, particularly when abrupt, including the following: dysphoric mood, irritability, agitation, dizziness,
sensory disturbances (eg, paresthesia, such as electric shock sensations), anxiety, confusion, headache,
lethargy, emotional lability, insomnia, hypomania, tinnitus, and seizures. While these events are generally
self-limiting, there have been reports of serious discontinuation symptoms. Patients should be monitored
for these symptoms when discontinuing treatment with Pristig. A gradual reduction in the dose rather than
abrupt cessation is recommended whenever possible. If intolerable symptoms occur following a decrease
in the dose or upon discontinuation of treatment, then resuming the previously prescribed dose may be
considered. Subsequently, the physician may continue decreasing the dose, but at a more gradual rate [see
Dosage and Administration (2.4) and Adverse Reactions (6.1) in full prescribing information]. Renal
Impairment-In patients with moderate or severe renal impairment or end-stage renal disease (ESRD) the
clearance of Pristiq was decreased, thus prolonging the elimination half-life of the drug. As a result, there
were potentially clinically significant increases in exposures to Pristiq [see Clinical Pharmacology (12.6) in
full prescribing information]. Dosage adjustment (50 mg every other day) is necessary in patients with
severe renal impairment or ESRD. The doses should not be escalated in patients with moderate or severe
renal impairment or ESRD [see Dosage and Administration (2.2) in full prescribing information]. Seizure-
Cases of seizure have been reported in premarketing clinical studies with Pristiq. Pristiq should be
prescribed with caution in patients with a seizure disorder. Hyponatremia- Hyponatremia can occur as a
result of treatment with SSRIs and SNRIs, including Pristiq. In many cases, this hyponatremia appears to
be the result of the syndrome of inappropriate antidiuretic hormone secretion (SIADH). Elderly patients can
be at greater risk of developing hyponatremia with SSRIs and SNRIs. Also, patients taking diuretics or who
are otherwise volume depleted can be at greater risk [see Use in Specific Populations (8.5) and Clinical
Pharmacology (12.6) in full prescribing information]. Discontinuation of Pristiq should be considered in
patients with symptomatic hyponatremia and appropriate medical intervention should be instituted.
Coadministration of Drugs Containing Desvenlafaxine and Venlafaxine- Desvenlafaxine is the major
active metabolite of venlafaxine. Products containing desvenlafaxine and products containing venlafaxine
should not be used concomitantly with Pristig. Interstitial Lung Disease and Eosinophilic Pneumonia-
Interstitial lung disease and eosinophilic pneumonia associated with venlafaxine (the parent drug of Pristiq)
therapy have been rarely reported. The possibility of these adverse events should be considered in patients
treated with Pristiq who present with progressive dyspnea, cough, or chest discomfort. Such patients
should undergo a prompt medical evaluation, and discontinuation of Pristiq should be considered.

ADVERSE REACTIONS: Clinical Studies Experience: The most commonly observed adverse reactions in
Pristig-treated MDD patients in short-term fixed-dose studies (incidence >5% and at least twice the rate
of placebo in the 50- or 100-mg dose groups) were nausea, dizziness, insomnia, hyperhidrosis,
constipation, somnolence, decreased appetite, anxiety, and specific male sexual function disorders.
Adverse reactions reported as reasons for discontinuation of treatment- The most common adverse
reactions leading to discontinuation in at least 2% of the Pristig-treated patients in the short-term studies,
up to 8 weeks, were nausea (4%); dizziness, headache and vomiting (2% each); in the long-term study,
up to 9 months, the most common was vomiting (2%). Common adverse reactions in placebo-controlled
MDD studies- Table 3 in full PI shows the incidence of common adverse reactions that occurred in >2%
of Pristig-treated MDD patients at any dose in the 8-week, placebo-controlled, fixed-dose, premarketing
clinical studies. In general, the adverse reactions were most frequent in the first week of treatment. Cardiac
disorders: Palpitations, Tachycardia, Blood pressure increased; Gastrointestinal disorders: Nausea, Dry
mouth, Diarrhea, Constipation, Vomiting; General disorders and administration site conditions: Fatigue,
Chills, Feeling jittery, Asthenia; Metabolism and nutrition disorders: Decreased appetite, weight decreased;
Nervous system disorders: Dizziness, Tremor, P ia, Disturbance in
attention; Psychiatric Disorders: Insomnia, Anxiety, Nervousness, Irritability, Abnormal dreams; Renal and
urinary disorders: Urinary hesitation; Respiratory, thoracic, and mediastinal disorders: Yawning; Skin and
subcutaneous tissue disorders: Hyperhidrosis, Rash; Special Senses: Vision blurred; Mydriasis, Tinnitus,
Dysgeusia; Vascular Disorders: Hot flush. Sexual function adverse reactions-Table 4 shows the incidence
of sexual function adverse reactions that occurred in >2% of Pristig-treated MDD patients in any fixed-
dose group (8-week, placebo-controlled, fixed and flexible-dose, premarketing clinical studies). Men Only:
Anorgasmia, Libido decreased, Orgasm abnormal, Ejaculation delayed, Erectile dysfunction, Ejaculation
disorder, Ejaculation failure, Sexual dysfunction; Women Only: Anorgasmia; Other adverse reactions
observed in premarketing clinical studies: Other infrequent adverse reactions occurring at an incidence of
<2% in MDD patients treated with Pristiq were: Immune system disorders — Hypersensitivity.
Investigations — Liver function test abnormal, blood prolactin increased. Nervous system disorders —
Convulsion, syncope, extrapyramidal disorder. Psychiatric disorders — Depersonalization, hypomania.
Respiratory, thoracic and iastinal disorders — Epistaxis. Vascular disorders — Orthostatic hypotension.
In clinical studies, there were uncommon reports of ischemic cardiac adverse events, including myocardial
ischemia, myocardial infarction, and coronary occlusion requiring revascularization; these patients had
multiple underlying cardiac risk factors. More patients experienced these events during Pristiq treatment
as compared to placebo [see Warnings and Precautions (5.7)]. Discontinuation events-Adverse events
reported in association with abrupt discontinuation, dose reduction or tapering of treatment in MDD clinical
studies at a rate of >5% include dizziness, nausea, headache, irritability, insomnia, diarrhea, anxiety,
abnormal dreams, fatigue, and hyperhidrosis. In general, discontinuation events occurred more frequently
with longer duration of therapy [see Dosage and Administration (2.4) and Warnings and Precautions (5.9)
in full prescribing information]. Laboratory, ECG and vital sign changes observed in MDD clinical studies-
The following changes were observed in placebo-controlled, short-term, premarketing MDD studies with
Pristiq. Lipids-Elevations in fasting serum total cholesterol, LDL (low-density lipoprotein) cholesterol, and
triglycerides occurred in the controlled studies. Some of these abnormalities were considered potentially
clinically significant [see Warnings and Precautions (5.8)]. Proteinuria-Proteinuria, greater than or equal to
trace, was observed in the fixed-dose controlled studies (see Table 6 in full prescribing information). This
proteinuria was not associated with increases in BUN or creatinine and was generally transient. ECG
changes-Electrocardiograms were obtained from 1,492 Pristig-treated patients with major depressive
disorder and 984 placebo-treated patients in clinical studies lasting up to 8 weeks. No clinically relevant
differences were observed between Pristig-treated and placebo-treated patients for QT, QTc, PR, and QRS
intervals. In a thorough QTc study with prospectively determined criteria, desvenlafaxine did not cause QT
prolongation. No difference was observed between placebo and desvenlafaxine treatments for the QRS
interval. Vital sign changes-Table 7 summarizes the changes that were observed in placebo-controlled,
short-term, premarketing studies with Pristiq in patients with MDD (doses 50 to 400 mg). Relative to
placebo, Pristiq was associated with mean increase of up to 2.1 mm Hg in systolic blood pressure, 2.3 mm
Hg in diastolic blood pressure, and 4.1 bpm with supine pulse. At the final on-therapy assessment in the
6-month, double-blind, placebo-controlled phase of a long-term study in patients who had responded to
Pristiq during the initial 12-week, open-label phase, there was no statistical difference in mean weight gain
between Pristiq- and placebo-treated patients. Orthostatic hypotension- In the short-term, placebo-
controlled clinical studies with doses of 50-400 mg, systolic orthostatic hypotension (decrease >30 mm Hg

from supine to standing position) occurred more frequently in patients >65 years of age receiving Pristiq
(8.0%, 7/87) versus placebo (2.5%, 1/40), compared to patients <65 years of age receiving Pristiq (0.9%,
18/1,937) versus placebo (0.7%, 8/1,218). DRUG INTERACTIONS: Central Nervous System (CNS)-
Active Agents-The nsk of using Pristiq in combination with other CNS-active drugs has not been
caution is advised when Pristiq is taken in combination with other
CNS-active drugs [see Warmngs and Precautions (5.13)]. Monoamine Oxidase Inhibitors (MAOIs)-
Adverse reactions, some of which were serious, have been reported in patients who have recently been
discontinued from a monoamine oxidase inhibitor (MAOI) and started on antidepressants with
pharmacological properties similar to Pristiq (SNRIs or SSRls), or who have recently had SNRI or SSRI
therapy discontinued prior to initiation of an MAOI [see Contraindications (4.2)] ic Drugs-
Based on the mechanism of action of Pristiq and the potential for serotonin syndrome, caution is advised
when Pristiq is coadministered with other drugs that may affect the serotonergic neurotransmitter systems
[see Warnings and Precautions (5.2)]. Drugs that Interfere with Hemostasis (eg, NSAIDs, Aspirin, and
Warfarin)- Serotonin release by platelets plays an important role in hemostasis. Epidemiological studies
of case-control and cohort design have demonstrated an association between use of psychotropic drugs
that interfere with serotonin reuptake and the ¢ of upper gastroi inal bleeding. These studies
have also shown that concurrent use of an NSAID or aspirin may potentiate this risk of bleeding. Altered
anticoagulant effects, including increased bleeding, have been reported when SSRIs and SNRIs are
coadministered with warfarin. Patients receiving warfarin therapy should be carefully monitored when
Pristiq is initiated or discontinued. Ethanol- A clinical study has shown that desvenlafaxine does not
increase the impairment of mental and motor skills caused by ethanol. However, as with all CNS-active
drugs, patients should be advised to avoid alcohol consumption while taking Pristiq. Potential for Other
Drugs to Affect Desvenlafaxine-Inhibitors of CYP3A4 (ketoconazole)- CYP3A4 is a minor pathway for the
metabolism of Pristiq. Concomitant use of Pristiq with potent inhibitors of CYP3A4 may result in higher
concentrations of Pristiq. Inhibitors of other CYP enzymes- Based on in vitro data, drugs that inhibit CYP
isozymes 1A1, 1A2, 2A6, 2D6, 2C8, 2C9, 2C19, and 2E1 are not expected to have significant impact on the
pharmacokinetic profile of Pristiq. Potential for Desvenlafaxine to Affect Other Drugs- Drugs
metabolized by CYP2D6 (desipramine)- In vitro studies showed minimal inhibitory effect of desvenlafaxine
on CYP2D6. Clinical studies have shown that desvenlafaxine does not have a clinically relevant effect on
CYP2D6 metabolism at the dose of 100 mg daily. Concomitant use of desvenlafaxine with a drug
metabolized by CYP2D6 can result in higher concentrations of that drug. Drugs metabolized by CYP3A4
midazolam)- In vitro, desvenlafaxine does not inhibit or induce the CYP3A4 isozyme. Concomitant use of
Pristiq with a drug metabolized by CYP3A4 can result in lower exposures to that drug. Drugs metabolized
by CYP1A2, 2A6. 2C8, 2C9 and 2C19- In vitro, desvenlafaxine does not inhibit CYP1A2, 2A6, 2C8, 2C9, and
2C19 i isozymes and would not be expected to affect the pharmacokinetics of drugs that are metabolized
by these CYP isozymes. P: p porter- In vitro, 1e is not a substrate or an
inhibitor for the P- glycoprotem transporter. The pharmacokinetics of Pristiq are unlikely to be affected by
drugs that inhibit the P-glycoprotein transporter, and desvenlafaxine is not likely to affect the
pharmacokinetics of drugs that are substrates of the P-glycoprotein transporter. Electroconvulsive
Therapy- There are no clinical data establishing the risks and/or benefits of electroconvulsive therapy
combined with Pristiq treatment. USE IN SPECIFIC POPULATIONS: Pregnancy- Patients should be
advised to notify their physician if they become pregnant or intend to become pregnant during therapy.
Teratogenic effects— Pregnancy Category C- There are no adequate and well-controlled studies of Pristiq
in pregnant women. Therefore, Pristiq should be used during pregnancy only if the potential benefits justify
the potential risks. Non-teratogenic effects- Neonates exposed to SNRIs (Serotonin and Norepinephrine
Reuptake Inhibitors), or SSRIs (Selective Serotonin Reuptake Inhibitors), late in the third trimester have
developed complications requiring prolonged hospitalization, respiratory support, and tube feeding. Such
complications can arise immediately upon delivery. Reported clinical findings have included respiratory
distress, cyanosis, apnea, seizures, temperature instability, feeding difficulty, vomiting, hypoglycemia,
hypotonia, hypertonia, hyperreflexia, tremor, jitteriness, irritability, and constant crying. These features are
consistent with either a direct toxic effect of SSRIs and SNRIs or, possibly, a drug discontinuation syndrome.
It should be noted that, in some cases, the clinical picture is consistent with serotonin syndrome [see
Warnings and Precautions (5.2)]. When treating a pregnant woman with Pristiq during the third trimester,
the physician should carefully consider the potential risks and benefits of treatment [see Dosage and
Administration (2.2)]. Labor and Delivery- The effect of Pristiq on labor and delivery in humans is
unknown. Pristiq should be used during labor and delivery only if the potential benefits justify the potential
risks. Nursing Mothers- Desvenlafaxine (0-desmethylvenlafaxine) is excreted in human milk. Because of
the potential for serious adverse reactions in nursing infants from Pristiq, a decision should be made
whether or not to discontinue nursing or to discontinue the drug, taking into account the importance of the
drug to the mother. Only administer Pristiq to ing women if the benefits outweigh any
possible risk. Pediatric Use- Safety and effectiveness in the pediatric population have not been
established [see Box Warning and Warnings and Precautions (5.1)]. Anyone considering the use of Pristiq
in a child or adolescent must balance the potential risks with the clinical need. Geriatric Use- Of the 3,292
patients in clinical studies with Pristiq, 5% were 65 years of age or older. No overall differences in safety
or efficacy were observed between these patients and younger patients; however, in the short-term,
placebo-controlled studies, there was a higher incidence of systolic orthostatic hypotension in patients >65
years of age compared to patients <65 years of age treated with Pristiq [see Adverse Reactions (6)]. For
elderly patients, possible reduced renal clearance of desvenlafaxine should be considered when
determining dose [see Dosage and Administration (2.2) and Clinical Pharmacology (12.6)]. If Pristiq is
poorly tolerated, every other day dosing can be considered. SSRIs and SNRIs, including Pristiq, have been
associated with cases of clinically significant hyponatremia in elderly patients, who may be at greater risk
for this adverse event [see Warnings and Precautions (5.12)]. Greater sensitivity of some older individuals
cannot be ruled out. Renal Impairment- In subjects with renal impairment the clearance of Pristiq was
decreased. In subjects with severe renal impairment (24-hr CrCl < 30 mL/min) and end-stage renal
disease, elimination half-lives were significantly prolonged, increasing exposures to Pristiq; therefore,
dosage adjustment is recommended in these patients [see Dosage and Administration (2.2) and Clinical
Pharmacology (12.6) in the full prescribing information]. Hepatic Impairment- The mean t,, changed from
approximately 10 hours in healthy subjects and subjects with mild hepatic impairment to 13 and 14 hours
in moderate and severe hepatic impairment, respectively. No adjustment in starting dosage is necessary
for patients with hepatic impairment.
OVERDOSAGE: Human Experience with Overdosage- There is limited clinical experience with
desvenlafaxine succinate overdosage in humans. In premarketing clinical studies, no cases of fatal acute
overdose of desvenlafaxine were reported. The adverse reactions reported within 5 days of an overdose
>600 mg that were possibly related to Pristiq included headache, vomiting, agitation, dizziness, nausea,
constipation, diarrhea, dry mouth, paresthesia, and tachycardia. Desvenlafaxine (Pristiq) is the major active
metabolite of venlafaxine. Overdose experience reported with venlafaxine (the parent drug of Pristiq) is
presented below; the identical information can be found in the Overdosage section of the venlafaxine
package insert. In postmarketing experience, overdose with venlafaxine (the parent drug of Pristiq) has
occurred predominantly in combination with alcohol and/or other drugs. The most commonly reported
events in overdosage include tachycardia, changes in level of consciousness (ranging from somnolence to
coma), mydriasis, seizures, and vomiting. Electrocardiogram changes (eg, prolongation of QT interval,
bundle branch block, QRS prolongation), sinus and ventricular tachycardia, bradycardia, hypotension,
rhabdomyolysis, vertigo, liver necrosis, serotonin syndrome, and death have been reported. Published
retrospective studies report that venlafaxine overdosage may be associated with an increased risk of fatal
outcomes compared to that observed with SSRI antidepressant products, but lower than that for tricyclic
antidepressants. Epidemiological studies have shown that venlafaxine-treated patients have a higher pre-
existing burden of suicide risk factors than SSRI-treated patients. The extent to which the finding of an
increased risk of fatal outcomes can be attributed to the toxicity of venlafaxine in overdosage, as opposed
to some characteristic(s) of venlafaxine-treated patients, is not clear. Prescriptions for Pristiq should be
written for the smallest quantity of tablets consistent with good patient management, in order to reduce
the risk of overdose. Management of Overdosage- Treatment should consist of those general measures
employed in the management of overdosage with any SSRI/SNRI. Ensure an adequate airway, oxygenation,
and ventilation. Monitor cardiac rhythm and vital signs. General supportive and symptomatic measures are
also recommended. Gastric lavage with a large-bore orogastric tube with appropriate airway protection, if
needed, may be indicated if performed soon after ingestion or in symptomatic patients. Activated charcoal
should be administered. Induction of emesis is not recommended. Because of the moderate volume of
distribution of this drug, forced diuresis, dialysis, hemoperfusion, and exchange transfusion are unlikely to
be of benefit. No specific antidotes for desvenlafaxine are known. In managing an overdose, consider the
possibility of multiple drug involvement. The physician should consider contacting a poison control center
for additional information on the treatment of any overdose. Telephone numbers for certified poison control
centers are listed in the Physicians Desk Reference (PDR®).

This brief summary is based on Pristiq Prescribing Information W10529C004, revised February 2009.
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For the treatment of adults with major depressive disorder

The start

IMPORTANT TREATMENT CONSIDERATIONS

PRISTIQ 50-mg Extended-Release Tablets are indicated for the treatment of major
depressive disorder in adults.

WARNING: SUICIDALITY AND ANTIDEPRESSANT DRUGS

Antidepressants increased the risk compared to placebo of suicidal thinking
and behavior (suicidality) in children, adolescents, and young adults in short-
term studies of Major Depressive Disorder (MDD) and other psychiatric
disorders. Anyone considering the use of PRISTIQ or any other antidepressant
in a child, adolescent, or young adult must balance this risk with the clinical
need. Short-term studies did not show an increase in the risk of suicidality with
antidepressants compared to placebo in adults beyond age 24; there was a
reduction in risk with antidepressants compared to placebo in adults aged 65
and older. Depression and certain other psychiatric disorders are themselves
associated with increases in the risk of suicide. Patients of all ages who are
started on antidepressant therapy should be monitored appropriately and
observed closely for clinical worsening, suicidality, or unusual changes in
behavior. Families and caregivers should be advised of the need for close
observation and communication with the prescriber. PRISTIQ is not approved
for use in pediatric patients.

Contraindications

* PRISTIQ is contraindicated in patients with a known hypersensitivity to PRISTIQ
or venlafaxine.

* PRISTIQ must not be used concomitantly with an MAOI or within 14 days
of stopping an MAOI. Allow 7 days after stopping PRISTIQ before starting an MAOI.

Warnings and Precautions

* All patients treated with antidepressants should be monitored appropriately and
observed closely for clinical worsening, suicidality, and unusual changes in
behavior, especially during the first few months of treatment and when changing
the dose. Consider changing the therapeutic regimen, including possibly
discontinuing the medication, in patients whose depression is persistently worse or
includes symptoms of anxiety, agitation, panic attacks, insomnia, irritability, hostility,
aggressiveness, impulsivity, akathisia, hypomania, mania, or suicidality that are
severe, abrupt in onset, or were not part of the patient’s presenting symptoms.
Families and caregivers of patients being treated with antidepressants should be
alerted about the need to monitor patients.

* Development of a potentially life-threatening serotonin syndrome or Neuroleptic
Malignant Syndrome-like reactions have been reported with SNRIs and SSRIs
alone, including PRISTIQ treatment, but particularly with concomitant use of
serotonergic drugs, including triptans, with drugs that impair the metabolism of
serotonin (including MAOIs), or with antipsychotics or other dopamine antagonists.
If concomitant use with a triptan is clinically warranted, careful observation of the
patient is advised, particularly during treatment initiation and dose increases.
Concomitant use of PRISTIQ with serotonin precursors is not recommended.

* Patients receiving PRISTIQ should have regular monitoring of blood pressure since
sustained increases in blood pressure were observed in clinical studies. Pre-existing
hypertension should be controlled before starting PRISTIQ. Caution should be
exercised in treating patients with pre-existing hypertension or other underlying
conditions that might be compromised by increases in blood pressure. Cases of
elevated blood pressure requiring immediate treatment have been reported. For
patients who experience a sustained increase in blood pressure, either dose
reduction or discontinuation should be considered.

Is just the
beginning

It’s not just about starting your adult patients with MDD
on therapy; it’s about helping them toward their treatment

goals. Patients should be periodically reassessed to
determine the need for continued treatment.’

PRISTIQ 50 mg:
* SNRI therapy with efficacy proven in 8-week clinical studies
* One recommended therapeutic dose from the start

* Discontinuation rate due to adverse events comparable to
placebo in 8-week clinical studies'

2 Pristiq
desven/afax neb 50 mg
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* SSRIs and SNRIs, including PRISTIQ, may increase the risk of bleeding events.
Conhcomitﬁnt use of aspirin, NSAIDs, warfarin, and other anticoagulants may add
to this risk.

* Mydriasis has been reported in association with PRISTIQ; therefore, patients with
raised intraocular pressure or those at risk of acute narrow-angle glaucoma
(angle-closure glaucoma) should be monitored.

* PRISTIQ is not approved for use in bipolar depression. Prior to initiating treatment
with an antidepressant, patients should be adequately screened to determine the
risk of bipolar disorder.

* As with all antidepressants, PRISTIQ should be used cautiously in patients with a
history or family history of mania or hypomania, or with a history of seizure disorder.

* Caution is advised in administering PRISTIQ to patients with cardiovascular,
cerebrovascular, or lipid metabolism disorders. Increases in blood pressure and
small increases in heart rate were observed in clinical studies with PRISTIQ.
PRISTIQ has not been evaluated systematically in patients with a recent history of
myocardial infarction, unstable heart disease, uncontrolled hypertension, or
cerebrovascular disease.

* Dose-related elevations in fasting serum total cholesterol, LDL (low density
lipoprotein) cholesterol, and triglycerides were observed in clinical studies.
Measurement of serum lipids should be considered during PRISTIQ treatment.

* On discontinuation, adverse events, some of which may be serious, have been
reported with PRISTIQ and other SSRIs and SNRIs. Abrupt discontinuation of
PRISTIQ has been associated with the appearance of new symptoms. Patients
should be monitored for symptoms when discontinuing treatment. A gradual
reduction in dose (by giving 50 mg of PRISTIQ less frequently) rather than abrupt
cessation is recommended whenever possible.

* Dosage adjustment (50 mg every other day) is necessary in patients with severe
renal impairment or end-stage renal disease (ESRD). The dose should not be
escalated in patients with moderate or severe renal impairment or ESRD.

* Products containing desvenlafaxine and products containing venlafaxine should
not be used concomitantly with PRISTIQ.

 Hyponatremia may occur as a result of treatment with SSRIs and SNRIs, including
PRISTIQ. Discontinuation of PRISTIQ should be considered in patients with
symptomatic hyponatremia.

e Interstitial lung disease and eosinophilic pneumonia associated with venlafaxine
(the parent drug of PRISTIQ) therapy have been rarely reported.

Adverse Reactions

» The most commonly observed adverse reactions in patients taking PRISTIQ vs
placebo for MDD in short-term fixed-dose premarketing studies (incidence >5%
and twice the rate of placebo in the 50-mg dose group) were nausea (22% vs
10%), dizziness (13% vs 5%), hyperhidrosis (10% vs 4%), constipation (9% vs
4%), and decreased appetite (5% Vs 2%).

Reference: 1. Pristiq® (desvenlafaxine) Prescribing Information, Wyeth Pharmaceuticals Inc.

Please see brief summary of Prescribing Information on adjacent page.
For more information on PRISTIQ, please visit www.PristigHCP.com.
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