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Sen. Olympia Snowe (R-Maine) was presented with APA’s highest honor for legislators, the
Jacob K. Javits Award, by APA Medical Director James H. Scully Jr., M.D., last month. She
was recognized for “her significant contributions to the cause of Americans with mental ill-
ness,” which includes increasing access to treatment.

APA Honors Senator for Years
Of MH Care Advocacy

dvocates for expanded federal sup-
Aport of mental health care have

achieved a number of major leg-
islative victories in recent years, which
have often come through very small vote
margins in Congress. One of the mem-
bers of Congress who has provided the
critical votes to squeeze such major leg-
islation through has been Sen. Olympia
Snowe (R-Maine), whom APA recently
honored.

APA Medical Director James H. Scully
Jr., M.D., presented Snowe with the Jacob
K. Javits Award at her Capitol Hill office
on September 16. The award recognizes
a public official who

has made a significant
contribution to the
care of people with
mental illness.

“I am deeply hon-
ored to receive this
award from the Amer-
ican Psychiatric Asso-

BY RICH DALY

ciation, whose leadership and advocacy on
behalf of mental illness have improved the
lives of millions of Americans nationwide,”
said Snowe in a written statement. “As we
strive to improve access to quality, afford-
able health care in our nation, it is incum-
bent upon Congress to ensure parity when
it comes to these services upon which so
many rely.”

Snowe’s legislative efforts include
bucking the majority of her party to pro-
vide votes in support of several measures
to expand funding for mental health treat-
ment; those measures then passed by nar-
row margins. Recent examples of these
votes include her 2008 support for pas-
sage of the Medicare Improvements for
Patients and Providers Act (PL 110-275),
which included a gradual reduction of
Medicare’s 50 percent coinsurance charge
for outpatient mental health services to
the 20 percent charged for other outpa-
tient services. Snowe was among a hand-

please see Senator on page 28

Geller, Jeste
Vie to Become
APA’s Next
President-Elect

BY KEN HAUSMAN

PA Vice President Jeffrey Geller,
A M.D., and At-Large Trustee Dilip

Jeste, M.D., have been tapped by
the Nominating Committee to face off for
the president-elect post in the 2011 APA
election.

Geller, a professor of psychiatry and
director of public-sector psychiatry at
the University of Massachusetts Medical
School, first served on the Board of Trust-
ees as an Area trustee and now is APA vice
president; in 2006 he received the Ron
Shellow Award in the APA Assembly,
where he served as Area 1 representative.

Jeste is a distinguished professor of psy-
chiatry and neurosciences at the Univer-
sity of California, San Diego. He is a mem-
ber of the Institue of Medicine and of the
DSM-5 Task Force, a founding director
of the American Psychiatric Institute for
Research and Education, and former presi-
dent of the American Association for Geri-
atric Psychiatry.

The position of secretary is also up
for election this year, having last year

please see Election on page 30
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PROFESSIONAL NEWS
Trauma-Victim Data Show
Biomarkers for PTSD Risk

A major study that combines data on
thousands of inner-city residents with
DNA sampling may tease out potential
biomarkers linked to posttraumatic stress
disorder.

Psychiatric Research Needs
More Neuroscience Focus

Mental illness morbidity and mortal-

ity aren’t decreasing, so it’s time to push

hard for research breakthroughs to rem-
edy that situation, says NIMH’s director.

Medical Centers Selected
For DSM-5 Field Trials

Eleven large academic medical cen-
ters will collect data on the criteria and
diagnoses proposed for DSM-5. Other

field trials will be conducted by indi-
vidual clinicians.

MEMBERS IN THE NEWS
Sports Champ’s Lessons
Translated Into Treatment

A psychiatrist integrates her pas-

sion for badminton with her work as a
psychiatrist to get patients to be fully
invested in their treatment.

Features

GOVERNMENT NEWS
‘Millionaire Tax’ Boosts 10
Community MH Programs

A voter-approved California tax used to
fund expansion of mental health services
reduces the need for emergency treatment
linked to untreated psychiatric illness.

LEGAL NEWS

Kendra’s Law Outcomes 1 1
Dispel Early Concerns

New York’s involuntary outpatient com-
mitment program delivers good clinical
outcomes and hasn’t reduced the public
system’s treatment capacity as some feared.

CLINICAL & RESEARCH NEWS

Neuropeptides May Link 20
Obesity, Eating Disorders

Several hormones discovered a few years
ago were found to affect appetite and food
intake, and new research links them with
obesity and eating disorders.

Psychosis Risk Related to 2 1
Neonatal Vitamin D Level

Low and, surprisingly, high concentra-
tions of neonatal vitamin D are found to
be associated with later development of
schizophrenia.

Substance-Use Prevention 22
Should Consider Ethnicity

Multiple factors, particularly family- and
school-related issues, affect the likelihood
that youth from various ethnic groups will
use tobacco, alcohol, or marijuana.

lllegal to Base Military Discharge
On Sexual Orientation, Judge Rules

Plaintiffs presented evidence that discharges under the policy had dropped
substantially since fighting began in Afghanistan and argued that the
evidence contradicts the common belief that homosexuals in the military

compromise military readiness.

California district court ruling that

the military’s “Don’t Ask, Don’t

Tell” (DADT) policy regarding
gays in the military is unconstitutional has
roiled debate about the policy and added
momentum to a movement to repeal it.

The September 9 ruling by Judge Vir-
ginia Phillips of the U.S. District Court
for the Central District of California was
issued two weeks before a Department of
Defense appropriations bill was sched-
uled to come before the Senate contain-
ing a provision to repeal the policy. But
on September 21, Senate Democrats failed
by four votes to muster the necessary 60
votes to overcome a filibuster by Republi-
cans blocking the bill and the repeal pro-
vision, as well as a number of other Demo-
cratic priorities tacked on to the bill.
(The New York Times reported thatsame

day that some Republican senators said they
would consider voting for repeal later in the
year when the military completes a study of
the effects of repeal ordered by Secretary of
Defense Robert Gates.)

BY MARK MORAN

In her decision, Phillips wrote, “The
Don’t Ask, Don’t Tell Act infringes the
fundamental rights of United States ser-
vice members in many ways. It denies
homosexuals serving in the Armed Forces
the right to enjoy ‘intimate conduct’ in
their personal relationships. The Act
denies them the right to speak about their
loved ones while serving their country in
uniform; it punishes them with discharge
for writing a personal letter, in a foreign
language, to a person of the same sex with
whom they shared an intimate relation-
ship before entering military service; it
discharges them for including informa-
tion in a personal communication from
which an unauthorized reader might dis-
cern their homosexuality.”

The suit was brought against the gov-
ernment and Gates by the Log Cabin
Republicans, a group of gay Republicans.

The DADT policy was instituted in
1993 under the Clinton administration
restricting the U.S. military from efforts

please see Sexual Orientation on page 30

Important Annual Meeting Announcements:
Housing and Registration Open Earlier

e For APA Members Only:
Make Housing Reservations,
Select Courses, and Register Early!

Transforming Mental Health
Through Leadership, Discovery
And Collaboration

*

As another member benefit, APA members will
have an exclusive opportunity to register, enroll in
courses, and make hotel reservations for APA’s
2011 annual meeting in Hawaii beginning Novem-
ber 2. Nonmembers will not be able to do so until
November 15. Registration and hotel informa-
tion, including hotel rates and descriptions, will go
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‘Give an Hour’ of Your Time to Help
Those Who Serve Our Country

on the television, listen

to the radio, or browse
the Internet without being
reminded of the heavy toll
the current conflicts in
Iraq and Afghanistan are
taking on our military ser-
vice members and their
families. As you know,
their mental health needs
must be addressed, partic-
ularly if we are to prevent
the kind of societal suffer-
ing that followed the Vietnam War.

Reports from within the Department
of Defense indicate thatservice members’
mental health continues to be of primary
concern to the military leadership. Secre-
tary Robert Gates and Adm. Mike Mul-
len, chair of the Joint Chiefs of Staff, rou-
tinely speak out about the need to provide
appropriate mental health care for those
in the military and their families. The
current administration has deemed this
issue a matter of national security, and
both Michelle Obama and Jill Biden have
made supporting military families a pri-
mary focus.

While energy
resources have been allocated by the
government, far too many returning
troops and family members continue to
suffer. The suicide rate among Army sol-
diers now surpasses that in the civilian
population. Recent reports indicate that
as many as 35 percent of the men and
women returning from duty in Afghan-
istan or Iraq are experiencing signifi-
cant mental health difficulties including
depression, anxiety, and posttraumatic
stress. In addition, we estimate that
similar numbers are reporting signs of
traumatic brain injury. Many individu-
als encounter significant problems with
reintegration when they come home;
some experience family conflicts, while
others turn to substance abuse. Finally,
we are seeing a concerning number of
veterans of Iraq and Afghanistan in the
criminal justice system and in homeless
shelters.

Unfortunately, returning veterans con-
tending with combat-related stresses are
not routinely seeking the mental health
treatment they need. Many worry that
getting mental health care will jeopardize
their career or standing. Given the mil-
itary culture’s emphasis on confidence,
strength, and bravery, others are reluctant
to expose their vulnerabilities to coun-
selors who are often military personnel
themselves.

Psychiatry can and must play a pri-
mary role in ameliorating the emerging
mental health crisis within the military
community. APA has been instrumen-
tal in the growth of a national nonprofit
organization named Give an Hour (Psy-
chiatric News, March 7, 2008, and May
16, 2008). We have partnered with Give
an Hour (GAH) in its effort to provide

I t is impossible to turn

tremendous and

BY CAROL A. BERNSTEIN, M.D.

free mental health care to
those who serve and their
families. The partnership
of APA, the American
Psychiatric Foundation,
and GAH is an excel-
lent example of how we
can apply the knowledge
and expertise of psychi-
atry to educate, inform,
and engage with com-
munity organizations. To
date GAH has recruited
more than 5,000 psychia-
trists and other licensed mental health
professionals to provide free evaluation,
treatment, and other services to members
of the military, veterans of Afghanistan
and Iraq, their families, and their com-
munities.

By providing services thatare separate
from the military establishment, GAH
offers an option to men and women who
might otherwise fail to seek or receive
appropriate services. There is no paper-
work to submit to insurance companies
and no cost to the patient. Also, there is
no limit to the number of sessions one
can receive.

In addition to donating direct psychi-
atric and other mental health services,
GAH providers help with outreach and
education. By speaking at conferences,
participating on panels, and reaching
out to the media in their communities,
GAH providers help reduce the stigma
frequently associated with mental health
treatment. GAH also offers immediate
access to mental health services to peo-
ple who do not have access or who might
fail to seek help through the military or
VA. Parents, siblings, partners, and other
loved ones typically not covered by mili-
tary insurance also can benefit from the
professional help that GAH provides.

Our membership has much to offer
this outstanding program and similar
organizations such as the Soldier’s Proj-
ect in California. Our most senior col-
leagues have vast knowledge and exper-
tise—whether in the area of combat stress
or in treating and assisting family mem-
bers. Many of us have extensive local
networks that could work with GAH to
coordinate the communitywide provi-
sion of critical services to military fam-
ilies. I would especially like to encour-
age our early-career psychiatrists to get
involved with this effort, engage their
communities, and make a difference to
our military population. I invite you to
join Give an Hour and to let your col-
leagues know about this opportunity. I
look forward to hearing your thoughts
and comments regarding APA’s efforts
to support the men and women and their
families who serve our country. You can
learn more about Give an Hour at <www.
giveanhour.org>. Information about vol-
unteering your services can be accessed by
clicking on “For Providers” on the leftside
of the homepage. W
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Data From Trauma Victims
Point to P'TSD Biomarkers

Emory University researchers combine epidemiological and genetic data
to understand the effects of trauma on a highly traumatized African-Amer-

ican population.

n Emory University research

team is tying to gather epi-

demiological data on thou-

sands of inner-city residents

in Atlanta with DNA samples
to seek out correlation between social and
biological risk factors for posttraumatic
stress disorder.

The Grady Trauma Project has
recruited more than 3,000 participants
so far from the general medical clinic at
Grady Health System. That number will
grow to a projected 8,000 by 2013. About
94 percent of participants are African
American, and 65 percent are female; their
average age is 39.

“High rates of trauma are the rule
rather than the exception in this popula-
tion,” principal investigator Kerry Ressler,
M.D., Ph.D,, told attendees at the 2010
E.Y. Williams Symposium on PTSD and
African Americans, held at the Howard

“High rates of trauma
are the rule rather than
the exception in this
population.”

University College of Medicine in Wash-
ington, D.C., in September. Ressler is a
Howard Hughes Medical Investigator,
an associate professor of psychiatry and
behavioral sciences at Emory, and co-
director of the Fulton County Mental
Health System’s trauma clinic.

The symposium honors the late E.Y.
Williams, M.D., a Howard graduate and
chair of its Department of Psychiatry from
1952 to 1970.

Trauma rates among the Atlanta-area
participants are as high as those among
returning combat veterans, said Ressler.
Many have lifetime histories of being vic-
tims of physical attack, child abuse, or rape.
Those traumas also happen in a broader
social context, he said. Individuals with
PTSD are more likely to be poor, to live in
unsafe neighborhoods, or to have a family
member who was in jail or who was mur-
dered. About 82 percent of those people have
experienced two or more forms of trauma.

“These trauma exposures occur early
in life and often include physical or emo-
tional abuse or neglect and other forms of
family violence,” said Ressler.

People without childhood trauma were
at low risk for PTSD after experiencing
adult trauma, but child trauma or abuse was
associated with increased risk of psychiatric
problems following adult trauma.

For instance, on average, persons who
experienced two or three types of trauma
after childhood recorded a PT'SD Symp-
toms Scale score of 9.8 if they had no his-
tory of child abuse, but 14.9 if they had
experienced one type of child abuse, and
19.0 with two types of child abuse. Simi-
lar patterns were observed for depression.
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BY AARON LEVIN

“If children are raised in a stressful
environment, adaptations during develop-
ment may alter the stress/threat response
system,” priming them for the hyper-
arousal characterizing PTSD, said Ressler.

Given that background, the Emory
researchers looked for biological corre-
lates of the PTSD symptoms in a subset
of their study population.

They chose an HPA axis gene, FKBPS,
a chaperone protein involved in glucocor-
ticoid receptor feedback sensitivity, which
is associated with PTSD.

Polymorphisms in the FKBP5 gene
were associated with distinct patterns of
PTSD symptoms in adults when geno-
type was plotted against childhood abuse.
People with the GG variant had only a
minor rise in PTSD symptom scores when
exposed to even two types of childhood
abuse. However, those with the AA allele
recorded significantly higher scores, while
the AG allele results were in between.

“FKBPS is one genetic mechanism by
which childhood trauma may increase
risk in adults for PTSD symptoms, possi-
bly through increased sensitization of fear
pathways,” said Ressler.

The project team also sampled 362 of
these highly traumatized subjects for a
pooled genomewide association study to
identify genes associated with PTSD risk
or resilience. Of those subjects, 188 had
PTSD, while 174 did not. The two groups
were matched for gender, age, trauma his-
tory, and substance use history.

Comparing the results of that initial
study with mRNA from the amygdala nar-
rowed the list down to 17 candidate genes.
The top candidate was ADCYAPIRI,
a gene regulating expression of pitu-
itary adenylate cyclase-activating peptide
(PACAP) in the bed nucleus of the stria
terminalis in the amygdala.

Other researchers have shown that
PACAP in that region and the related
PACI receptor are upregulated following
chronic stress.

Higher levels of PACAP increase anxiety
and startle response in rodents. The peptide
had been studied in mice in tests of fear and
extinction but not in humans, said Ressler.

Significant differences appeared in
the role of PACAP levels in this group
of humans, he said. Women with higher
PACAP levels recorded greater startle
responses and higher intrusive, avoidant,
and hyperarousal symptom scores, com-
pared with women with lower PACAP
levels. No significant differences were
observed in the same measures between
men with higher or lower PACAP levels.

Those results were predicted by one sin-
gle-nucleotide polymorphism in ADCY-
APIRI. The polymorphism is found in
a piece of DNA that is sensitive to estro-
gen, suggesting that the abnormal stress
response is mediated by estrogen regula-

Credit: A. Levin

Kerry Ressler, M.D., Ph.D., the keynote speaker at Howard University’s E.Y. Williams Symposium
on PTSD and African Americans, speaks with Williams’s daughter, retired psychiatrist and neu-
rologist Shirley Williams, M.D., at the meeting.

tion of ADCYAPIRI and explain why the
effect is specific to women.

Ultimately, research into these and
other biomarkers may contribute to better
diagnosis and treatment monitoring and
may lead to quick blood tests that could be
combined with an interview in the emer-
gency room to help clinicians assess risk
for PTSD, said Ressler.

The study is sponsored by the National
Institute of Mental Health, National Sci-
ence Foundation, Howard Hughes Medi-
cal Institute, Burroughs-Wellcome Fund,
Anxiety Disorders Association of America,
and NARSAD.

The Web site for the Grady Trauma
Project is <www.psychiatry.emory.edu/
GTP.htm>. R

APA/AACAP Revise
Treatment Guide
For Parents

PA and the American Academy of
A Child and Adolescent Psychiatry

(AACAP) have released a revised
and expanded version of the guide “The
Use of Medication in Treating Childhood
and Adolescent Depression: Information
for Patients and Families.”

The guide, originally published
in 2005, is intended to help parents
and families make informed decisions
about care for a child or adolescent
with depression. The new version, pre-
sented in a question-and-answer for-
mat, has been updated and revised based
on recent research on the effectiveness
of various treatments for depression in
children and adolescents and has been
expanded to include discussion of a
range of medication and psychotherapy
treatments, suicide risk, and actions
parents can take to help their children
during treatment.

The guide was developed jointly by
APA and AACAP in consultation with a
national coalition of parents, clinicians,
and professional associations and has
been endorsed by the National Alliance
on Mental Illness, the Suicide Prevention

Action Network, Mental Health America,
and the Depression and Bipolar Support
Alliance.

It was written by a panel of experts
appointed by the presidents of APA and
AACAP and co-chaired by child psychia-
trists Christopher Kratochvil, M.D., and
David Fassler, M..D.

“The guide was developed with exten-
sive input from parents. It was designed
to help answer the questions they have
about these medications,” said Fassler
in a statement. “Parents need as much
information as possible to advocate for
their children and to make informed
decisions about treatment options.”
Fassler is a clinical professor of psychi-
atry at the University of Vermont and
treasurer of APA.

Kratochvil, a professor of psychia-
try and pediatrics at the University of
Nebraska Medical Center, added, “This
was a collaboration of groups, including
patient advocacy and professional orga-
nizations, who wanted to provide reli-
able and up-to-date information to par-
ents about the treatment of depression.
Additionally, we wanted to make it readily
accessible to patients and families, avail-
able for downloading off of the Internet
atno charge.”

The new guide is posted at <www.
parentsmedguide.org>, a joint Web site of
APA and AACAP.
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Understanding the problems of children and families
requires experts in child psychiatry, pediatrics, genet-
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YALE-NEW HAVEN
CHILDREN'S HOSPITAL

www.ynhchildrens.org

R

Y



Credit: David Hathcox

Marijuana, Prescription Meds

Drive Spike in

Drug Use

Previous concerns by federal health officials over “doctor shopping” by
drug abusers give way to a call by these officials for more patient educa-
tion on the need to dispose unneeded prescribed medications.

he overall national rate of drug use
increased from 2008 to 2009, and the
two drug categories that accounted

for most of that increase were prescription
drugs and marijuana.

BY RICH DALY

The overall rate of illicit drug use in the
United States rose from 8 percent of the
population over age 11 in 2008 to 8.7 per-
cent one year later, according to the nation’s
most comprehensive annual substance
use survey. Results of the

iMedicalization’ of Drugs

Blamed for Rise in lllicit

Results from a new national survey reflect other recent findings that
marijuana and prescription drug use by youth has increased. Antidrug
officials blame the rise on the “medicalization” of those substances.
That is, adolescents increasingly see them as medical products that are

not as dangerous as other types of drugs.

National Survey on Drug
Use and Health, conducted
by the Substance Abuse and
Mental Health Services
Administration (SAMHSA),
released on September 16,
identified nonmedical uses

of marijuana and prescrip-
tion drugs as the key drivers
of the increase.

For instance, 2.5 per-

cent of the population used
“psychotherapeutic” drugs
for nonmedical purposes in

2008, but this figure grew to
2.8 percentin 2009. The vast
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majority of these drugs—
defined in the report as all
pain relievers, tranquilizers,
stimulants, and sedatives—
were originally prescribed to
someone.

Federal antidrug offi-
cials identified the grow-
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NIMH Head Urges
On Mental lliness

More Emphasis
as Brain Disorder

To catch up with other medical disciplines that have sharply reduced mor-
bidity and mortality, psychiatry must evolve into “clinical neuroscience”
and reconceptualize its understanding of the roots of mental disorders.

Thomas Insel, M.D.: “We’re in the middle of a
revolution. We have the chance to change the
world—not tomorrow, but by staying on course.”
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BY AARON LEVIN

esearch progress on psychiatric dis-
Rorders must follow the cues of car-

diology and oncology, taking major
steps forward to find the causes of psycho-
pathology and develop cures for mental ill-
ness, stated the director of the National
Institute of Mental Health (NIMH).

“We’re in the middle of a revolution,”
said Thomas Insel, M.D. “We have the
chance to change the world—not tomor-
row, but by staying on course.”

NIMH has laid out that course over
the last few years by shifting its grants
in directions that it hopes will produce
“disruptive innovations,” said Insel in the
inaugural lecture of the George Washing-
ton Institute for Neuroscience at George
Washington University in Washington,
D.C., in September.

The new institute is a multidisciplinary
center that promotes research and training
in the mechanisms of normal and patho-
logical brain function.

please see Brain Disorder on page 31
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Gil Kerlikowske, the U.S. “drug czar,” calls on physicians to educate their patients about the
need for proper disposal of unused prescription medications to prevent adolescents and others
from stealing and abusing them. Such thefts are a major factor behind the growing problem of

prescription drug abuse in the nation.

ing use of marijuana as a different but
parallel problem. The survey found 6.1
percent of the population acknowledged
using marijuana in 2008; 6.6 percent did
so in 2009.

The growth in the use of these two
drug categories stems at least in part
from the public’s view of them as intrin-
sically “medical” products and therefore
relatively harmless, said Gil Kerlikowske,
director of the Office of National Drug
Control Policy, at a press conference in
September addressing the new data.

To illustrate this point, particularly
about changing attitudes toward mari-
juana use, drug-control advocates noted
that 14 states have legalized medical
marijuana, and eight are considering
such measures in their legislatures or on
their November election ballots.

“There’s clearly a movement to med-
icalize pot,” agreed Stevan Gressitt,
M.D., founding director of the Maine
Institute for Safe Medicine at the Uni-
versity of New England, in an interview
with Psychiatric News. “The voters have
said that.”

Medical Use of Marijuana

Also, 81 percent of Americans sup-
port legalizing marijuana for medical use,
according to an ABC News/Washington
Post national poll released earlier this year.
It’s a view not generally supported by med-
ical groups and policymakers.

“Associating marijuana with medi-
cine sends the wrong message,” said Ker-
likowske.

Similar misconceptions apply to pre-
scribed medicine.

“Young people think that if it’s in the
medicine cabinet, then it can’t be bad for
you,” said Kerlikowske.

The number of youth who said they
used marijuana in the month prior to the
survey increased from 15.2 million in 2008
to 16.7 million in 2009, he noted.

The increasing number of people
misusing marijuana is not yet reflected
in abuse or addiction rates. For instance,
4.3 million people were classified as
dependent on or abusers of marijuana
or hashish in both 2002 and 2009. How-
ever, addiction to prescription medica-
tions has increased, from 1.5 million in
2002 to 1.9 million in 20009.

Physicians’ Roles Changing

The latest data indicate that a pre-
viously identified source of prescrip-
tion drugs for many people who abuse
them—multiple prescriptions from dif-
ferent physicians obtained by addicted
people who “doctor shop”—may be less
of a concern than a new source of such
drugs. The survey found that more than
half of those who said they abused pre-
scription painkillers, which included
but was not limited to people addicted
to them, obtained such drugs from
a relative or friend, and 80 percent of
that group said that the medication was
originally prescribed to their relative or
friend by a single physician.

H. Westley Clark, M.D., M.P.H,,
director of the Center for Substance Abuse
Treatment at SAMHSA, told Psychiat-
ric News that the data suggest that physi-
cians should focus less on screening for
patients who are doctor shopping than on
educating their patients to dispose of their
unneeded prescription medications prop-
erly. Clark called this a “very important”
step that physicians need to take.

Gressitt agreed that the misuse of pre-
scription medications is a growing problem
driven mainly by an older population who
requires more powerful medications and the
greater prevalence of 90-day prescriptions.

“That may lead to an oversupply” of
prescription medications in circulation,
Gressitt said.

Congress has begun to advance leg-
islation to encourage prescription-drug
disposal programs, including a bill (S
3397) passed by the Senate in August
that would authorize state and local dis-
posal programs to accept controlled sub-
stances. Similar legislation (HR 5809)
passed the House in September. Support-
ers of the legislation said it was needed
because many people have had few dis-
posal options since federal law disallows
turning in controlled substances to state
or private disposal programs (Psychiatric
News, September 3).

Despite a lack of specific legal authority
to do so, many prescription-drug takeback
programs already accept such controlled
substances, Clark said.

Information about the SAMHSA sub-
stance use survey is posted at <hbttp://oas.
sambsa.gov/nsdubLatest.btm>. B
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11 Large Institutions Chosen
For DSM-5 Field Irials

This article is part of a series of commentaries by the chair of the DSM-5
Task Force on the manual’s development. It will continue until the release

of DSM-5 in May 2013.

yarticlein the series on

DSM-5 activity that

began in the Octo-

ber 1 Psychiatric News

introduced readers to
the DSM-5 field trials—a vital compo-
nent to developing diagnostic criteria that
involves taking the proposed revisions
from each of the 13 DSM-5 work groups
into the field to observe their impact on
diagnosis and patient care. As noted, hav-
ing practitioners such as solo clinicians and
those in independent group practices test
proposed revisions is important for exam-
ining DSM-5 in the context of its every-
day use. However, it is equally important
that draft criteria are examined in sizable,
diverse populations as well.

Large academic medical institutions
usually house general psychiatric as well
as specialty clinics, such as pediatric psy-
chiatry clinics or substance use treat-
ment clinics. This makes them a popular
choice among patients. Those institu-
tions’ affiliation with medical school
training programs means an abundance
of available clinicians, as well as the
necessary infrastructure for conduct-
ing clinical research. As a result, these
large settings provide an ideal backdrop
for recruiting high volumes of psychiat-
ric patients who represent a wide array
of characteristics, including various
ages, cultures and ethnicities, socioeco-
nomic backgrounds, and potential diag-

David J. Kupfer, M.D., is chair of the DSM-5
Task Force and a professor of psychiatry at
the University of Pittsburgh Medical Center
and Western Psychiatric Institute and Clinic.

Active in AMA?
Let Us Know!

The AMA House of Delegates is composed
primarily of physicians representing
Specialty organizations and physicians
representing state medical societies.

The AMA Section Council on Psychiatry
continues to work well with the other
medical specialty organizations involved

in the AMA. It also wants to strengthen

its relationship with the state medical
societies, which comprise slightly more
than half of the House of Delegates. To
that end, APA would like to connect with
psychiatrists who hold (or have held)
leadership positions in their state or county
medical society.

If you are a leader in your local or state
medical society, or if you know of a psy-
chiatrist colleague who has such involve-
ment, please contact Becky Yowell at
BYowell@psych.org or the section council
chair, Carolyn Robinowitz, M.D., at
carolynrobinowitz@usa.net.

BY DAVID J. KUPFER, M.D.

noses. DSM-5’s developers recognize the
importance of recruiting broad samples
of patients, and this is reflected in the
DSM-5 field trials using two distinct
designs—the routine clinical practice
design described in my previous article

and a second design for large, academic-
medical settings.

In May, APA began soliciting appli-
cations from institutions interested in
serving as potential recruitment sites for
the large-setting design. After receiving
approximately 60 submissions, 11 insti-
tutions were chosen. The selection was
based on a number of factors, including
patient volume, clinician staffing, and
the prevalence and types of mental disor-
ders typically seen in the setting. Among
the 11 institutions are four sites that will
recruit pediatric and adolescent samples
only. They are the New York State Psy-
chiatric Institute at Columbia University
Medical Center in New York City; Bay-
state Medical Center in Springfield, Mass.;

Children’s Hospital in Aurora, Colo.; and
Lucile Packard Children’s Hospital at
Stanford University in Stanford, Calif.
The remaining seven sites will recruit
adult and geriatric participants: the
Department of Veterans Affairs in Dal-
las; University of California, Los Angeles;
University of Texas Health Science Cen-
ter in San Antonio; University of Pennsyl-
vania in Philadelphia; the Mayo Clinic in
Rochester, Minn.; the Centre for Addic-
tion and Mental Health in Toronto; and
the Menninger Clinic, Baylor College of
Medicine, and the DeBakey VA Medical
Center in Houston.
Not only do the field-trial sites provide
a wide geographical representation for
please see DSM-5 on page 31

IN THE TREATMENT OF SCHIZOPHRENIA

en be a challenge for patients,
ding those with schizophrenia.

to a medication regimen

as prescribed.™?

dies suggest that 25% to 60%
patients may not take their
ntipsychotic medication

Learn more at www.JanssenCNS.co

Is it time to look at your
patients differently?
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Don’t Fall Victim to Medicare’s
Provider Drop Rule

hereisa problem with Medi-
care’s Provider Enrollment,
Chain, and Ownership Sys-
tem, commonly known as
PECOS, which is meant to
provide a secure database of Medicare pro-
viders. As noted in the May 24 edition of
Psychiatric Practice and Managed Care,
starting next January Medicare will not
pay for orders or referrals by physicians

CMS Answers
Medicare Queries

The Centers for Medicare and Medicaid
Services has a new section on its Web site
with answers to frequently asked Medicare
questions. This is a valuable resource for
times when APA’s Managed Care Help
Line is not available. Check it out: <http://
questions.cms.hhs.gov/app/answers/list>.

who are not registered in PECOS. (The
Centers for Medicare and Medicaid Ser-
vices [CMS] had moved the compliance
date to July 6, 2010, as had been specified
by the Affordable Care Act, but then CMS
announced the rule would not be enforced
until January 2011, as originally planned.)
The problem is that even though you may
have enrolled in Medicare or opted out
since 2003 and were included in PECOS,
if you don’t file at least one claim every 12
months, you are supposed to be deleted
automatically from PECOS, that is, disen-
rolled from Medicare.

Since CMS enrollment officials rec-
ognized that this rule created a serious
problem for doctors who opt out of Medi-
care—the opt-out period is two years at a
time—and thus may not file claims then,
these doctors are supposed to have a special
code attached to their file that keeps them
from being kicked out of the system for that
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period. Each time they opt out,
they will be added to PECOS for
the two-year opt-out period.

Unfortunately, there isno such
protection for doctors who don’t
see Medicare patients very often
but wish to remain Medicare pro-
viders. This is the case, for exam-
ple, for child psychiatrists who on rare occa-
sions may wish to see a Medicare patient or
for physicians who don’t generally see Medi-
care patients but wish to continue to see a
patient who has aged into Medicare.

Currently doctors who haven’t filed
any claims for the past year receive no
warning when they’re about to be dis-
enrolled from Medicare. Instead, they
receive an after-the-fact notice from
Medicare telling them that they are no
longer part of the system, and that if they
wish to see Medicare patients, they must
file Form 855 and re-enroll. Once they
file the 855, they may retroactively file
claims going back 30 days from the date
an accepted 855 was filed.

What does this mean for you? If you
don’t re-enroll promptly, you may not get

O_MANAGED CARE

APA OFFICE OF HEALTHCARE SYSTEMS AND FINANCING

Psychiatric Practice & Managed Care (PP&MC)
provides news and updates on practice management
issues to APA members. PP&MC is printed bimonthly
in Psychiatric News and is posted in PDF format
under “Psychiatric Practice” on APA’'s Web site.

paid for Medicare claims. This is also true
for any claims for services you provided
before you were deactivated, since the law
says that you may file claims that go back
only 12 months.

Here’s the take-home message: File
your claims in a timely manner, and
if you get a notice from Medicare, pay
attention to it.

Ellen Jaffe of APA’s Office of Health-
care Systems and Financing has dis-
cussed this issue on several occasions with
CMS officials. She was told that CMS is
aware that the abrupt dropping of phy-
sicians from Medicare is a problem and
that CMS is working to develop a way of
warning providers so that those who wish
to remain in Medicare can take steps to
ensure they are not disenrolled. H

Still Time to Get 2% Increase
For 2010 Medicare Claims

o encourage electronic prescribing
T (eRx), the Medicare Improvements

for Patients and Providers Act of 2008
(MIPPA) authorized an incentive program
for Medicare providers who use a quali-
fied eRx system when filing claims for 55
specified CPT codes. This program is sep-
arate from the ongoing Physician Quality
Reporting Initiative, and you don’t have to
register to participate in it.

Unlike other CMS incentive programs,
this one is especially appropriate for psy-
chiatrists. Of the 55 CPT codes that are
eligible for the incentive, nine are psychi-
atry codes, three are health and behavior
assessment/intervention codes, and 36 are
evaluation and management (E/M) codes.
The only other specialty codes included
are for ophthalmology.

To qualify for this incentive program,
you must use codes in the denominator of
the measure (see box at right) for at least
10 percent of your total Part B Medicare
claims—this should be no problem for psy-
chiatrists. And you need to report only the
eRx measure for aminimum of 25 encoun-
ters before December 31 to receive the full
2 percent incentive, which is based on the
value of your total Medicare Part B claims
for the calendar year.

How It Works

The electronic prescribing system used
can be either a stand-alone system that is
used only for prescribing or can be part of
an electronic health record system.

A qualified eRx system must be capable
of doing all of the following:

* Generating a complete active med-
ication list incorporating electronic
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data received from applicable pharma-
cies and pharmacy benefit managers, if
available.

¢ Selecting medications, printing pre-
scriptions, electronically transmitting
prescriptions, and conducting all alerts
(as defined in the next item).

® Providing information related to
lower cost and therapeutically appropri-
ate alternatives, if any. (The availabil-
ity of an eRx system to receive tiered

formulary information would meet this
requirement.)

* Providing information on formulary or
tiered medications, patient eligibility, and
authorization requirements received from
the patient’s drug plan, if available.

Ifyou are using an e-prescribing system
that meets these criteria and can electron-
ically prescribe a medication for patients
when using any of the eligible CPT codes,
just include the code G8553 when you file
your claims.

More information on the eRx incen-
tive program is posted at <www.cms.gov/
ERXIncentive/>. B

Codes Eligible for eRx Incentive

90801, 90802, 90804, 90805, 90806, 90807, 90808%, 90809, 90862, 92002, 92004, 92012,
92014, 961507, 96151%, 96152, 99201, 99202, 99203, 99204, 99205,99211, 99212, 99213,
99214, 99215, 99304, 99305, 99306, 99307, 99308, 99309, 99310, 99315, 99316, 99324,
99325, 99326, 99327, 99328, 99334, 99335, 99336, 99337, 99341, 99342, 99343, 99345,
99347, 99348, 99349, 99350, G0101, GO108, GO109

* APA has asked the Centers for Medicare and Medicaid Services (CMS) why these codes are included
in this incentive, since 90804, 90806, and 90808 denote psychotherapy without E/M (which means
there should be no prescribing done when these codes are used) and since codes 96150, 96151, and
96152 are not to be used by physicians. CMS’s response will appear in a future issue.

Consultation Coding Update

s most of you are aware, Medicare no

A longer reimburses for services coded
as consultations. It is not that Medi-

care no longer covers consultations, but
that those that have occurred since Janu-
ary 1 must be identified with codes other
than the evaluation and management
(E/M) codes listed in the AMA’s Current
Procedural Terminology (CPT) as being
for inpatient and outpatient consultations.
APA is working with the AMA and
other specialty societies to have CMS
either restore the consultation codes or at

least provide an equitable way to use other
CPT codes that will appropriately reflect
the work done in a consultation.

APA’s Office of Healthcare Systems and
Financing has been monitoring how private
insurers are responding to this new Medi-
care policy. Although some companies are
still paying for claims using the consultation
codes, several seem to have stopped recently,
and it’s reasonable to believe that more will
follow Medicare’s lead over time.

Questions? Call APA’s Managed Care
Help Line at (800) 343-4671. B

How to Claim
Retroactive 5%
Medicare Increase

he health care reform act that
Tbecame law on March 23 retro-

actively reinstated the 5 percent
increase in Medicare payments for a num-
ber of psychotherapy codes (90804-90819
and 90921-90824) that had been in effect
in 2008 and 2009. This year, as anyone
who bills Medicare is well aware, the fee
schedule has been a moving target, with
Congress passing corrections for only
months at a time to the fee-schedule
decreases demanded by the sustainable
growth rate formula.

By June 1, all Medicare carriers and con-
tractors should have been paying fees that
reflected the 5 percent increase. In July,
APA sent a letter to the Medicare medi-
cal directors asking them how they were
going to handle payment of the 5 percent
increase for claims filed before June 1. All
of the responses, including one that came
on September 13, stated that the Centers
for Medicare and Medicaid Services had
not released any instructions about issu-
ing payment for the 5 percent owed retro-
actively for claims filed prior to June.

What this means to psychiatrists who
want to recover that money is that they
must request claim reopenings for each
claim for which they are due the 5 percent.
Of course, it’s possible that even when a
claim is reopened, it may be months before
a payment is made.

Ifyou want to reopen a claim, you should
check your Medicare contractor’s Web site
or call its customer service number for
information on how to proceed.

If you need additional assistance, con-
tact APA’s Managed Care Help Line at
(800) 343-4671. A
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a trequancy of al least 5% and twice the placebo rate.

Table 1: Adverse Even:s Reported in Controlled Clin.cal Tnals in at Least 2%
of Patien's Receiving Nemenda and at a Hgher Fraguency snan Placetn-
treased Patignts

Mamerda with other NMDA& anfagonists (@mantadine. ine. and
destromethorphan) has not baen systamatically evaluated and sugh usz
shauld be Approached with cawtion.

Effects of Namenda cn substrates of micosomal enzymes: 1 vitre studies
sonduead with mavker substrites of CYP450 anzymes (SYP: A2, -285. 203,
206, -2E1. -3A4) showed minimal snhibition of ese enzymes by
memanting In addtion, i wiro studies indicate that 31 concendrations
axezeding those associatad with efficacy. memanting does rot induca the
cytociroma 2430 soenzymas CYP142. CYP2CE, CYPZE. and CYRIALIS.
b phirmacokingtic ntéractions with crugs matabolized by thess enzymes
are expected.

Effacts of inhudetors andior substrates of microscmal enumes oo N
tine 15 predominantly renally el
subistrates and/or intibiters of the CYP450 system are ot expected to aiter
tre metaholism of memanting,
Acelyichal JACRE : Coadmiristralien of Nameaca
with the ACPE inhib ter denepezil HCHdid not attect the pharmacak:netics of
either compourd. In a 2é-weak cartraled chncal study in patierts with
moderate 20 severe Alzhermers disaase. the adversa event profil obsereed
with a cambination of meranting and conepezil was similar o that of
donepazil alne.
Drugs piminated A renal mechargms Because memantine is alirinated in
part by lubular secretion, coadm-nistraticn of drugs that use the same renal
catonic systam including wdrechiorethiazide (HCTZ), triamterang (4],
meblormin cimetidiee, ranitidice, quinid ne. and nicotine. could potantialy
result i altered plasme levels ot both agents. Howewer, ceadminrstretion of
Name~da and HOTZTA did nct affect the bioavailability of either memanting
or Th and the biozva:lability of HCTZ decreased by 20%. In addtion,
coddminisiratian of memantne with the antityparghcenic drug Glugcvance
(Qlvburide and metforin H3N did not &Fect the pharacosinescs of
memantine. metlormin anc glybunide Furthermorg  memantice did not
ritodify 1he serum glusose lowering eftect of Glucovance®.
Drugs that make the weine afkaing The clearance of memantine was
reduczd by about 80% under zlkal ne urine conditions at pH 8. Thergfore.
alterations of aring pH 1owards the alkalne coicition may legd to an
accumilaion of the drug with @ possiole increase in adverse efects.
Urne pH is aitered by iet, drugs Je.g. carbonic arfvdraze inh biters.
socium b carbonaii and clinical state cf the patent (6.0, rengl tubular
acidosis ur severz nfectcns ot the urinary trect: Herce. mervanting
sho.ld be used with caution under fhese congrtions
Carcinegenesiz, Mutagenesis ant Impairment of Fertility
There was nc £vicence of carcinogenic by n a 113-week orsl sludy = mice
at deses up to 40 g kgiday 10 tmes the meximumm reccmmended fuman
dose [MRHD| on & moim’ pasms). Tharg was also no @vidence o
carginogerizity in rats orally dosad at up to 40 mghgday 1or 71 weeks
followed By 2C rrgskgeday (20 &nd 10 hmes the MEHD on & ma‘m basis,
rasoeclively] through 128 weeks.
Memantine preduced no 2viderce of panolovic potentia wheq eva vated i
the in viteo 3. fyphimeriem or £ cok -everse mulation gssay, an i wire
chrom nsomal abersation tes! in human kmprocyses. an i vive ytngenttis
2583y for chromosame damane in rats, and the Jr 1Wve mouse m.Eeronucleus
g55ay. The results were equivaca 0 an i wifrg gene mutation assay using
Chinese hamster Y79 ce Is.
Mo impairment of fertitity ¢r repruductive performance was s2en in rats
administersd o te 18 moskg'day (9 fimes e MRHD on 4 mg/me bas 5)
araly from 14 fays prior to mating through gestatian a=d lactation n
temrales. or for 60 days prigr 40 mating in males
Pregnancy
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.

Brdy Systen Plazeba Mamenda
Adverse Evant N =922) 1N = 9400
o L,
Body a5 3 Whole
Fatigue B 2
Fain ! 3
Cardigvaseular System
Hypertension 2 4
Cerlral and Per pheral
Nervous System
Dizziness 5 7
Headache 1 £
(astrointestingl System
Constpatian 3 F]
d. Vomitirg 2 E]
1. and drugs fhat are Mussuloskelela Systerm
Back pair 2 k]
Psychiatric Disa-ders
Confugion 5 [
Spmno-ence ] 3
Hal uginat:cn 2 3
Resp ratory System
Coughing 3 4
Dyspnea 1 2

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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Passion for Sports Used
To Defeat Mental Illness

A psychiatrist who is a two-time badminton champion and a domestic
abuse survivor finds that her love of the game can be used to bring about

a win-win situation for everyone.

oston-area psychiatrist Batool

Kazim, M.D., hasnever under-

estimated the morale-boosting

power of a good, clean win by

a hometown sports team for its
diehard fans. In fact, she has harnessed the
power of healthy competition to benefit her
own patients with serious mental illness and
now would like to do the same for residents
of her country of origin, Pakistan.

In her own life, Kazim has fought hard to
be a part of sporting competitions in a coun-
try where women were notafforded the same
opportunities as men, and only through skill
and determination has she triumphed.

As a preteen growing up in the 1970s
in Lahore, Pakistan, Kazim was search-
ing for her niche—a way to either fit in
or distinguish herself from her peers. She
ended up doing both in ways she never
imagined possible.

Her father played badminton—a popu-
lar sportin parts of Europe and the Middle
East—and Kazim sometimes played with
him and his friends ata club with an indoor
court close to their home. The adults
found that she excelled at the game. In no
time, the 12-year-old was winning school
competitions and lugging trophies home
from her games. She began playing with
her brothers and winning against them,
but at age 13 was relegated to play with
girls because of the customs of the time.

Not Playing by the Rules

Kazim found that the girls weren’t as
competitive, and their style of play wasn’t as
fast paced or aggressive as that of the boys.

To continue to excel at the sport she
now loved, she had to subvert the system.
“So I cut off my long hair and dressed in
my brothers’ clothes and started play-
ing with the boys,” Kazim told Psychiat-
ric News in an interview. For two years,
she attended a girl’s school during the day,
came home, and pretended to be a boy on
the badminton court, she said. Her par-
ents offered their support because they
also wanted her to excel at the sport.

After winning a tournament held at Pun-
jab University in 1977 against the reigning
champion, Kazim won three rounds of bad-
minton and was entered into the quarterfi-
nals at the Pakistan National Tournament,
this time playing in the women’s singles divi-
sion. At this tournament, national champion
Tariqg Wadood was also playing badminton.
Kazim was hoping only to get Wadood’s
autograph that year, but she got something
much better—an offer from Wadood’s coach
to play in the tournament as Wadood’s part-
ner, a proposal met with happy surprise by
Kazim’s family and the starstruck Kazim,
now 14 years old. “We played that year and
won the finals,” Kazim recalled.

From that point on, Kazim played as
an amateur until the age of 18, when she
entered medical school and had to devote

BY EVE BENDER

all of her time to her studies. Kazim would
not play again for 17 years.

Kazim’s original plan was not to go to
medical school, but veterinary school, and
always told the dogs, cats, tortoises, and
birds she owned as a young girl growing up

&

Batool Kazim, M.D. (bottom row, center), returned to the sport of badminton after a long hiatus
to play in the U.S. Open Senior International in Los Angeles last July. Members of her team, the
“Magnificent Seven,” included (clockwise, from top left) Muqueet Rana, Tariq Wadood, Ismat

Shikh, Kazim, and Lisa Campbell.

in Lahore that her high marks in science
would go a long way toward fulfilling her
dreams and ensuring their health and lon-
gevity. That plan fell by the wayside as she
found that while pursuing her bachelor of
medicine and bachelor of surgery degrees
at the Allama Igbal Medical College of
Punjab University, she excelled in the care
of human patients during her five years of
clinical rotations. While Kazim’s supervi-
sors encouraged her to specialize in inter-
nal medicine or surgery, Kazim was drawn
to psychiatry because she found that men-
tal health issues were rarely addressed in

routine patient care. She completed a six-
month internship in psychiatry and fol-
lowed it with internships in internal med-
icine and surgery, all six-months long.

Mission Became Treating the Poor

After completing her internships,
Kazim ran a clinic specializing in provid-
ing free medical care to women and chil-
dren in an impoverished section of Lahore.
When she found that clinic funding was
dwindling, she ran the clinic out of her
parents’ home and relied on donations to
purchase medications for her patients.

You Can Assist In Flood Relief

In July, monsoon rains flooded portions of Pakistan, and according to estimates from the United
Nations, more than 2,000 people have died, and more than 21 million people have been injured or

are homeless.

Batool Kazim, M.D., a psychiatrist originally from Pakistan, told Psychiatric News that she
has been working with the Pakistan Flood Relief Group to raise awareness of the need to aid
flood victims. The relief group has a Web site with information about the damage and the need
for clothing, food, and financial resources in Pakistan. Visitors to the site, <www.pakflood.
org>, are also welcome to donate money that will go to flood victims.

“The magnitude of the disaster is still unfolding and is unimaginable,” Kazim said.

She is also involved with the Pakistan Association of Greater Boston and the Association
of Pakistani Physicians of New England, through which physicians have been volunteering
their time in Pakistan coordinating relief efforts and treating victims of the flood.

The Web site of the Pakistan Association of Greater Boston is <www.pagb.org>; the
Web site for the Association of Pakistani Physicians of New England is <www.appne.net>.

Batool Kazim, M.D., and Ajit Umrani play their
hardest in the mixed doubles quarterfinals in
the New York Open Division Badminton Event
in June. Kazim began playing badminton as a
child growing up in Lahore, Pakistan.

Inher final year of medical school, Kazim
became part of a semi-arranged marriage
(thatis, the marriage was arranged by their
families, but the couple had a say in the mat-
ter), and her family grew to include two
sons, Syed and Azam, born a year apart. In
1990, she moved to the United States with
her husband and children, aged 2 and 3 at
the time. They eventually settled close to
New York City, where her husband started
a neurology residency program and Kazim
began a psychiatry internship at Beth Israel
Medical Center in July 1995.

Appearances Are Deceiving

Kazim appeared to be thriving dur-
ing her internship and later as a psychia-
try resident at the University of Massachu-
setts Medical Center, where she eventually
earned a position as chief resident. But what
none of her fellow residents or supervisors
realized was that she was barely surviving
at home as a victim of domestic violence.
With the help of the legal system, Kazim
was able to extricate herself and her two
sons from her tumultuous and sometimes
violent home life.

In Kazim’s case, and in the case of other
Muslim women, one of the most “soul-
crushing” aspects of domestic abuse is when
it is justified through a false interpretation
of certain verses in the Quran, she said.
“These verses are taken out of context com-
pletely” by the abusers, she noted. “Mus-
lims strive to try to emulate the prophet
Mohammed, who was the most benevolent,
kind, and soft-spoken man.”

Speaking out about domestic violence
was part of Kazim’s recovery—she began
lecturing on the topic beginning two years
ago to a variety of audiences in this country
and abroad “to make this world a bit safer
for my 7-year-old daughter, Sarah, and for
all the silent women in the world,” she said.

She met her current husband, William
Cox, Ed.D., eight years ago while working
at Westborough State Hospital in West-
borough, Mass., where she was an attend-
ing psychiatrist. While there, she sought
to resolve some of the verbal and physical
conflicts between patients on her unit by
finding a pingpong table and setting it up
in the day hall.

please see Passion on page 31

wwwpsveanens.ore I

Photos courtesy of Batool Kazim, M.D.



Innovative Funding Strategy
Pays Off in California

Using rates of emergency psychiatric treatment as a gauge of effective-
ness of a California tax initiative to expand mental health care shows that
the effort is bringing benefits to people with mental iliness.

drop in the number of

patients treated after suf-

fering a psychiatric crisis

since passage of Califor-

nia’s 2004 voter initiative
to fund expansion of the state’s public
mental health system suggests that the
system’s treatment and prevention pro-
grams have been effective, according to
new research.

California’s Mental Health Services Act
(MHSA), which established an annual tax
on people who make over a million dollars
a year and dedicated that revenue to pub-
lic mental health programs, had distributed
about $3.2 billion by Fiscal 2008-2009. That
surge in funding appears to have helped
expand noninstitutional community-based
programs that provide management of seri-
ous mental illness and reduced the need for
inpatient psychiatric care of people whose
conditions have deteriorated due to lack of
treatment, according to a study in the Octo-
ber Psychiatric Services.

The study, led by Tim Bruckner, Ph.D.,
an assistant professor in the Public Health
Department of the School of Social Ecol-
ogy at the University of California, Irvine,
was based on previous research that used
the incidence of involuntary treatment as

BY RICH DALY

a gauge of the overall functioning of pub-
lic mental health systems.

Based on this “canary in the coal mine”
approach to assessing the effectiveness
of the MHSA, Bruckner and colleagues
examined the incidence of 72-hour and
14-day involuntary psychiatric civil com-
mitments and found that the 14-day holds
were 10 percent fewer by 2007, three years
after the law took effect. The number of
72-hour holds did not fall below expected
numbers after disbursement of MHSA
funds, however.

The authors concluded that the lower-
than-expected number of involuntary
14-day hospitalizations may indicate an
important shift toward community-based
treatment programs.

“Results indicate that the structure and
tunding of the MHSA may have provided
enhanced resources and diverted clients to
less-restrictive treatment settings,” Bruck-
ner and his colleagues said.

Psychiatrists Seeing Positive Effect

It’s an impact of the law that psychia-
trists in the state also say they see.

Robert Cabaj, M.D., medical director
of Community Behavioral Health Ser-
vices in San Francisco’s Department of

Public Health and chair of
APA’s Council on Advocacy
and Government Relations,
told Psychiatric News that he
agreed that the reduction in
two-week emergency hos-
pitalizations may be due
to increased availability of
community-based services

Involuntary Admissions Decline
In Wake of ‘Millionaire Tax’

Researchers found that since funding from the 2004 millionaire

tax has begun to be distributed to county mental health programs,
involuntary emergency inpatient admissions to psychiatric hospitals
have dropped 10 percent below their expected levels. The study
authors, whose annual data were averaged and rounded below,
credit increasing access to expanded local prevention and treatment
programs as spending from the tax revenue has increased.

funded by the 2004 law— /600
especially intensive case 7.400 —
management.

“I truly believe the added & 7,200 —
intensive case management 2
. . > 7,000 —
in the counties (San Fran- 8
cisco, for example, was able = 6,800 —
to add more than 400 new

6,600 —

intensive case management
slots in the effort to ‘do what
ever is needed’) has led to the
reduced hospitalizations,”
Cabaj said. “We have cut our
acute inpatient psych beds
in San Francisco by more

6,400 -_*_;“.-
2003

2004 2005

Year

2006 2007

*2007 data include only the first half of the year.
Source: Tim Bruckner, Ph.D., et al., Psychiatric Services, October 2010

than half, but have had no

increase in recidivism or emergency ser-
vices—an effect I explain solely by the
increased access to care and intensive case
management.”

Roderick Shaner, M.D.,
director of the Los Angeles County
Department of Mental Health, told
Psychiatric News that although follow-
up data are required to assess whether
the decrease in longer involuntary hos-
pitalization found in the study will be
reflected in better mental health out-
comes, the study’s findings reflect his
anecdotal experiences.

“The great majority of California men-
tal health system stakeholders believe that
MHSA has had significant positive effects

medical

Are You Ready to Help Patients
Assess Medicare Options?

Psychiatrists treating Medicare patients should be prepared for their
questions about plan selection for 2011.

pen enrollment for Medicare begins
O November 15, and patients may be

requesting clinicians’ advice in
making choices.

Each year Medicare Advantage plans
(the program in which beneficiaries receive
coverage through Medicare-approved
managed care companies) change what
they charge and what they cover. Indi-
viduals can select a new health plan for
their 2011 coverage and can add, drop, or
change their prescription drug coverage.
Enrollees in original Medicare can also
choose to switch to Medicare Advantage.

Open enrollment ends December 31.

Enrollees in Medicare health plans or
the Part D prescription drug program
who are satisfied with their coverage do
not need to do anything.

Approximately 5 percent of beneficia-
ries enrolled in Medicare Advantage and
prescription drug plans must choose a new
health plan or else choose original Medicare
because their current plan is not renewing
its contract with Medicare in 2011.
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BY MARK MORAN
Most of these “nonrenewals”
because private fee-for-service plans made
business decisions to leave Medicare in
certain areas of the country. Beneficiaries
should be notified of nonrenewal before
the end of this month.

Enrollees in nonrenewing health plans
who do not enroll in another health plan
will receive medical coverage under orig-
inal Medicare. However, individuals in
Part D prescription drug plans that do
not renew must reenroll in another Part
D plan to continue to receive drug cover-
age, according to the Centers for Medicare
and Medicaid Services (CMS).

(An exception is made for beneficiaries
eligible for the Part D low-income sub-
sidy; they will automatically be enrolled
in a zero-premium drug plan if they do not
select a plan.)

CMS is encouraging beneficiaries
enrolled in Medicare Advantage and Medi-
care prescription drug plans to review
their current health and drug plan cov-
erage for any changes their plans may be

occur

making for 2011 before the annual enroll-
ment period begins.

In a statement released at the end of
September, CMS said the majority of
Medicare beneficiaries enrolled in Medi-
care health and prescription drug plans
this year should find little or no change
in benefits in 2011 but will see more drug
plans offering coverage in the prescription
drug coverage gap.

CMS also said that premiums for indi-
viduals enrolled in Medicare Advantage
plans will be 1 percent lower on average
in 2011 than this year, while enrollment
in Medicare Advantage is expected to
increase by 5 percent.

“Despite the claims of some, Medicare
Advantage remains strong and a robust
option for millions of seniors who choose to
enroll or stay in a participating plan today
and in the future,” said CMS Administra-
tor Donald Berwick, M.D., in a statement.

CMS noted that the new health care
reform law provides some new benefits to
Medicare beneficiaries in 2011, including
free wellness visits, some new free health
screenings, and a 50 percent discount on
brand-name drugs for seniors who fall into
the coverage gap.

More information on Medicare
plans and open enrollment is posted at
<www.cms.gov/center/openenrollment.
asp>. The Medicare Plan Finder is post-
ed at <www.medicare.gov/find-a-plan/
questions/bome.aspx>. B

on many aspects of mental health treat-
ment in California,” Shaner said. “Most
remarkable among these positive effects
is a more focused and effective approach
toward community reintegration and
improved quality of life for individuals
with mental illness.”

Program Improvements Needed

Shaner noted that questions remain
over how to improve the overall effec-
tiveness of the range of programs and
planning processes associated with the
MHSA, including greater effectiveness
for individuals with emergency mental
health needs. The need to improve those
programs is suggested by the study’s
finding that there was no decrease in
72-hour emergency hospitalizations.

Among those local programs are new
prevention initiatives by counties, includ-
ing the Early Psychosis Project, which
Los Angeles County launched to identify
people who are at risk for psychosis due to
“destabilized lives.” The aim of the proj-
ect is to prevent or minimize problems,
Cabaj noted.

Another looming challenge that could
undermine expansions in such local men-
tal illness prevention and treatment efforts
is a state budget shortfall of nearly $20 bil-
lion. In light of that budget gap, a growing
number of legislators have raised the pos-
sibility of diverting some MHSA funds to
other health programs not related to men-
tal health.

“One argument in support of sustain-
ing MHSA funds would involve dem-
onstrated effectiveness of the counties’
improved management and treatment of
persons with severe mental illness,” noted
Bruckner and colleagues.

Supporters of the MHSA funding
program have emphasized that it should
remain focused on local prevention and
treatment programs since they offer far
less expensive treatment than do inpatient
facilities for patients who lacked such early
interventions and have decompensated due
to their untreated illnesses.

“Imvoluntary Civil Commitments Af-
ter the Implementation of California’s
Mental Health Services Act” is posted
at <http://psychservices.psychiatryonline.
org/>. A



Major Funding Commitment
Helps Kendra’s Law Succeed

New York’s effort to fund outpatient Ccivil

commitment pro-

grams appears to have expanded treatment for people ordered to
receive mental health care without reducing services in other parts of the

public mental health system.

ew York state’s aggres-

sive funding of its out-

patient civil-commit-

ment program since it

was launched in 1999
sets the state apart from the level-fund-
ing approach most other states have used
when launching similar initiatives.

New research indicates that the
generous funding has led to expanded
treatment for people with mental ill-
ness in the criminal justice system,
without reducing treatment availabil-
ity in other parts of the state’s public
mental health system, as critics feared
would occur.

Results of an examination of New
York state’s assisted outpatient treatment
(AOT) program, published in the Octo-
ber Psychiatric Services, found that the
program did not disadvantage voluntary
mental health treatment recipients by

BY RICH DALY

focusing resources on patients ordered to
treatment by the courts.

The study authors, led by Jeffrey Swan-
son, Ph.D., of the Psychiatry and Behavioral
Sciences Department at Duke University
School of Medicine, examined state admin-
istrative data from 1999 through 2007 to
gauge the impact of the law, known as Ken-
dra’s Law. It allows court-ordered AOT for
people with severe mental illness who have
been noncompliant with treatment and as a
result have been arrested or hospitalized.

After comparing trends in the use of
enhanced outpatient services by both invol-
untary and voluntary treatment recipients
with severe mental illness, the research-
ers found that most of the new $125 mil-
lion in funding that the state initially allo-
cated went to people under court-ordered
treatment. However, treatment provided
to both involuntary and voluntary patients
“expanded steadily.”

“In the short run, services to individu-

als who were not under AOT may have been
elayed, or some individuals may have been

displaced from services by the influx of new
court-ordered persons in the system of care,”
said Swanson and colleagues. “However, the
findings of this study suggest thatin the long
run AOT is a program that came bearing
new services and has left in its wake a sys-
tem of care with greater capacity to serve all
persons with serious mental illness, volun-
tary patients no less than involuntary ones.”

It’s a finding that New York psychia-
trists who have worked with the AOT pro-
gram endorse.

“For the people it serves, [AOT] does
a very good job,” said Steven Hoge, M.D.,
former director of the Division of Foren-
sic Psychiatry at Bellevue Hospital at New
York University School of Medicine.

Additionally, Hoge told Psychiatric News
that “protected funding has been very use-
ful” in maintaining robust AO'T programs.
In fact, he added, at least three times as
many people with severe mental illness in
New York also could benefit from the pro-
gram if funding were expanded further.

Gary Collins, M.D., director of the
NYU/Bellevue Hospital Center AOT
Program, told Psychiatric News that he has
seen similarly beneficial clinical outcomes.

However, Collins cautioned that
research has yet to demonstrate a causal
relationship between AOT and the clin-
ical outcomes, and more comprehensive

research on the New York AOT program
is needed.

Hoge agreed that some data offered by
the state on the long-term efficacy of the
program are limited, because the state com-
pared one-year pre-AOT patient outcomes
with their outcomes for only the first six
months after leaving AOT. Other research
hasindicated that clinical outcomes—other
than propensities for violence—begin to
deteriorate to their pre-AOT levels more
than a year after leaving an AOT program.

The positive violence-prevention-
related results from the AOT program
led the New York legislature to approve
a five-year extension of the program this
pastsummer after mental health advocates
campaigned for the program’s renewal
(Psychiatric News, June 4).

“A majority of states that have court-
mandated outpatient treatment programs
legislated them but did not adequately
fund them, and subsequently [they] are
very highly underutilized,” Collins said.
So New York’s decision to provide sub-
stantial funding for its program “has been
one of the reasons that there has been sig-
nificantly higher enrollment in New York
state’s AOT program.”

Similar AOT programs in other states
have struggled because of a lack of addi-
tional funding, including a law to expand
outpatient civil commitment in New Jer-
sey that Gov. Chris Christie (R) put on

please see Funding on page 29
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Cylﬁh\a_lta is indicated in adults for':

* The treatment of major depressive disorder (MDD).
The efficacy of Cymbalta was established in 4 short-term
trials and 1 maintenance trial.

* The treatment of generalized anxiety disorder (GAD).
The efficacy of Cymbalta was established in 3 short-term
trials and 1 maintenance trial.

* The management of diabetic peripheral neuropathic

/ ﬂ/ ggﬁg@g pain (DPNP).

duloxetine HCl capsuLes » The management of fibromyalgia.

Reference: 1. Cymbalta full Prescribing Information.
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Every Day, I wonder if my
depression is improving.

Or 1if 1t ever will.

We created Every Day Connections for patients who feel like this.
Ask your Cymbalta representative or visit cymbalta.com to learn
about the Touchpoints Patient Support program from Lilly.

E5n.,

Connections

Important Safety Information About Cymbalta Contraindications

* Concomitant use in patients taking monoamine oxidase
inhibitors (MAQIs) is contraindicated due to the risk
of serious, sometimes fatal, drug interactions with
serotonergic drugs. These interactions 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 serotonin reuptake inhibitors and are
then started on an MAOI. Some cases presented with
features resembling neuroleptic malignant syndrome.

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 Cymbalta 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 At least 14 days should elapse between discontinuation
disorders are themselves associated with increases in of an MAOI and initiation of therapy with Cymbalta.

the risk of suicide. Patients of all ages who are started on In addition, at least 5 days should be allowed after
antidepressant therapy should be monitored appropriately stopping Cymbalta before starting an MAQCI.

and observed closely for clinical worsening, suicidality, See Important Safety Information, including

or unusual changes in behavior. Families and caregivers Boxed Warning, above and on next page, and
should be advised of the need for close observation Brief Summary "of full Prescribing T e
and communication with the prescriber. Cymbalta is not on following pages.

approved for use in pediatric patients' DD64901 0910 PRINTED IN USA. © 2010, Lilly USA, LLC. ALL RIGHTS RESERVED.

Cymbalta is a registered trademark of Eli Lilly and Company.
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Important Safety Information About Cymbalta (Cont.)

Contraindications (Cont.)

* Cymbalta was associated with an increased risk of mydriasis;
therefore, it should not be used in patients with uncontrolled
narrow-angle glaucoma and used cautiously in patients with
controlled narrow-angle glaucoma.

Warnings and Precautions

* Clinical Worsening and Suicide Risk

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 within 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 (psychomotor
restlessness), hypomania, mania, or suicidality that are
severe, abrupt in onset, or were not part of the patient’s
presenting symptoms. If discontinuing treatment, the
medication should be tapered. Families and caregivers
of patients being treated with antidepressants for any
indication should be alerted about the need to monitor
patients. Prescriptions for Cymbalta should be written
for the smallest quantity of capsules consistent with
good patient management, in order to reduce the risk
of overdose.

* Hepatic failure, sometimes fatal, has been reported in
patients treated with Cymbalta. Cymbalta should be
discontinued in patients who develop jaundice or other
evidence of clinically significant liver dysfunction and should
not be resumed unless another cause can be established.

* Because it is possible that Cymbalta and alcohol may
interact to cause liver injury or that Cymbalta may aggravate
pre-existing liver disease, Cymbalta should ordinarily not
be prescribed to patients with substantial alcohol use or
evidence of chronic liver disease.
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Orthostatic hypotension and syncope have been reported
with therapeutic doses of Cymbalta. This tends to occur
within the first week of therapy but can occur at any time
during Cymbalta treatment, particularly after dose increases.
Consideration should be given to discontinuing Cymbalta

in patients who experience symptomatic orthostatic
hypotension and/or syncope.

The development of a potentially life-threatening serotonin
syndrome or neuroleptic malignant syndrome (NMS)-

like reactions have been reported with SNRIs and SSRIs
alone, including Cymbalta treatment, but particularly

with concomitant use of serotonergic drugs (including
triptans) with drugs which impair metabolism of serotonin
(including MAOIs), or with antipsychotics 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 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 monitored for the emergence of serotonin syndrome

or NMS-like signs and symptoms. Concomitant use with
serotonin precursors (e.g., tryptophan) is not recommended.
Treatment with duloxetine 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.

SSRIs and SNRIs, including Cymbalta, may increase the
risk of bleeding events. Patients should be cautioned about
the risk of bleeding associated with concomitant use of
Cymbalta and NSAIDs, aspirin, warfarin, or other drugs that
affect coagulation.

On abrupt or tapered discontinuation, spontaneous reports
of adverse events, some of which may be serious, have
been reported during the marketing of SSRIs and SNRIs.
A gradual reduction in dose rather than abrupt cessation is
recommended when possible. (cont.)




Important Safety Information About Cymbalta (Cont.)

Warnings and Precautions (Cont.)

Cymbalta should be used cautiously in patients with a history
of mania or with a history of a seizure disorder.

In clinical trials across indications relative to placebo,
treatment with Cymbalta was associated with mean
increases of up to 2.3 mm Hg systolic and diastolic blood
pressure. There was no significant difference in the frequency
of sustained (3 consecutive visits) elevated blood pressure.
Blood pressure should be measured prior to initiating
treatment and periodically measured throughout treatment.

Co-administration of Cymbalta with potent CYP1A2 inhibitors
or thioridazine should be avoided.

SSRIs and SNRiIs, including Cymbalta, have been associated
with cases of clinically significant hyponatremia that
appeared to be reversible when Cymbalta was discontinued.
Elderly patients may be at greater risk of developing
hyponatremia with SSRIs and SNRiIs.

The effect that alterations in gastric motility may have

on the stability of the enteric coating of Cymbalta is
unknown. As duloxetine is rapidly hydrolyzed in acidic
media to naphthol, caution is advised in using Cymbalta
in patients with conditions that may slow gastric emptying
(e.g., some diabetics).

Cymbalta should ordinarily not be administered to patients
with any hepatic insufficiency or patients with end-stage
renal disease (requiring dialysis) or severe renal impairment
(creatinine clearance <30 mL/min).

As observed in DPNP trials, Cymbalta treatment worsens
glycemic control in some patients with diabetes. In the
extension phases (up to 52 weeks) of the DPNP studies,
an increase in HbA;; in both the Cymbalta (0.5%) and the
routine care groups (0.2%) was noted.

Cymbalta is in a class of drugs known to affect urethral
resistance. If symptoms of urinary hesitation develop
during Cymbalta treatment, this effect may be drug-related.
In postmarketing experience, urinary retention has

been observed.

Use in Specific Populations

* Pregnancy and Nursing Mothers: Use only if the potential
benefit justifies the potential risk to the fetus or child.

Adverse Events

* The most commonly reported adverse events (>5% and at
least twice placebo) for Cymbalta vs placebo in controlled
clinical trials (N=4843 vs 3048) were: nausea (25% vs 9%),
dry mouth (14% vs 6%), somnolence* (11% vs 3%),
constipation* (11% vs 4%), decreased appetite* (8% vs 2%),
and increased sweating (7% vs 2%).

In addition to the adverse events listed above, DPNP
trials also included: dizziness (13% vs 6%) and asthenia
(5% vs 1%).

* Events for which there was a significant dose-
dependent relationship in fixed-dose studies,
excluding three MDD studies that did not have
a placebo lead-in period or dose titration.

* In placebo-controlled clinical trials, the overall discontinuation
rates due to adverse events were: MDD: 9% vs 5%; GAD:
15% vs 4%; DPNP: 14% vs 7%; FM: 20% vs 12%.

The common adverse events reported as a reason for
discontinuation and considered to be drug related were:
MDD: nausea (1.3% vs 0.5%). GAD: nausea (3.7% vs
0.2%), vomiting (1.3% vs 0%), dizziness (1.0% vs 0.2%).
DPNP: nausea (3.5% vs 0.4%), dizziness (1.6% vs 0.4%),
somnolence (1.6% vs 0%), fatigue (1.1% vs 0%).

FM: nausea (1.9% vs 0.7%), somnolence (1.5% vs 0%),
fatigue (1.3% vs 0.2%).

See Brief Summary, including Boxed Warning,
of full Prescribing Information on following pages.

DD64901 0910 PRINTED IN USA. © 2010, Lilly USA, LLC. ALL RIGHTS RESERVED.

Cymbalta is a registered trademark of Eli Lilly and Company.
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CYMBALTA®
(duloxetine hydrochloride) Delayed-Release Capsules for Oral use

Brief Summary: Consult the package insert for complete prescribing
information.

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 Cymbalta 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. Cymbalta is not approved for use in pediatric patients.
[See Warnings and Precautions and Use in Specific Populations.]

INDICATIONS AND USAGE: Major Depressive Disorder—Cymbalta is
indicated for the acute and maintenance treatment of major depressive
disorder (MDD). The efficacy of Cymbalta was established in four
short-term trials and one maintenance trial in adults.

Generalized Anxiety Disorder—Cymbalta is indicated for the a
treatment of generalized anxiety disorder (GAD). The efficacy of Cymbalta
wasdelstablished in three short-term trials and one maintenance trial
in adults.

Diabetic Peripheral Neuropathic Pain—Cymbalta is indicated for
the management of neuropathic pain (DPNP) associated with diabetic
peripheral neuropathy.

Fibromyalgia—Cymbalta is indicated for the management of

fibromyalgia (FM).
CONTRAINDICATIONS: Monoamine Oxidase Inhibitors—Concomitant
use in patients taking monoamine oxidase inhibitors (MAQIs) is
contraindicated due to the risk of serious, sometimes fatal, drug
interactions with serotonergic drugs. These interactions 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
serotonin reuptake inhibitors and are then started on an MAOI. Some
cases presented with features resembling neuroleptic malignant
syndrome [see Warnings and Precautions].

Uncontrolled Narrow-Angle Glaucoma—In clinical trials, Cymbalta
use was associated with an increased risk of mydriasis; therefore,
its use should be avoided in patients with uncontrolled narrow-angle
glaucoma [see Warnings and Precautions].

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 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 of
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.

Table 1

Age Range Drug-Placebo Difference in
Number of Cases of Suicidality
per 1000 Patients Treated
Increases Compared to Placebo

<18 14 additional cases

18-24 5 additional cases
Decreases Compared to Placebo
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.

Cymbalta® (duloxetine hydrochloride) PV 7211 AMP
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Itis unknown whether the suicidality risk extends to longer-term use,
i.e., beyond several months. However, there is substantial 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, 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 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
discontinuation can be associated with certain symptoms [see Warnings
and Precautions, Discontinuation of Treatment with Cymbalta].

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 Cymbalta
should be written for the smallest quantity of capsules 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 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 depression. It should
be noted that Cymbalta (duloxetine) is not approved for use in treating
bipolar depression.

Hepatotoxicity—There have been reports of hepatic failure, sometimes
fatal, in patients treated with Cymbalta. These cases have presented
as hepatitis with abdominal pain, hepatomegaly, and elevation of
transaminase levels to more than twenty times the upper limit of normal
with or without jaundice, reflecting a mixed or hepatocellular pattern
of liver injury. Cymbalta should be discontinued in patients who develop
jaundice or other evidence of clinically significant liver dysfunction and
should not be resumed unless another cause can be established.

Cases of cholestatic jaundice with minimal elevation of transaminase
levels have also been reported. Other postmarketing reports indicate
that elevated transaminases, bilirubin, and alkaline phosphatase have
occurred in patients with chronic liver disease or cirrhosis.

Cymbalta increased the risk of elevation of serum transaminase levels
in development program clinical trials. Liver transaminase elevations
resulted in the discontinuation of 0.3% (82/27,229) of Cymbalta-treated
patients. In these patients, the median time to detection of the
transaminase elevation was about two months. In placebo-controlled
trials in any indication, elevation of ALT >3 times the upper limit of normal
occurred in 1.1% (85/7,632) of Cymbalta-treated patients compared
to 0.2% (13/5,578) of placebo-treated patients. In placebo-controlled
studies using a fixed dose design, there was evidence of a dose response
relationship for ALT and AST elevation of >3 times the upper limit of
normal and >5 times the upper limit of normal, respectively.

Because it is possible that duloxetine and alcohol may interact to
cause liver injury or that duloxetine may aggravate pre-existing liver
disease, Cymbalta should ordinarily not be prescribed to patients with
substantial alcohol use or evidence of chronic liver disease.

Orthostatic Hypotension and Syncope—Orthostatic hypotension
and syncope have been reported with therapeutic doses of duloxetine.
Syncope and orthostatic hypotension tend to occur within the first week
of therapy but can occur at any time during duloxetine treatment,
particularly after dose increases. The risk of blood pressure decreases
may be greater in patients taking concomitant medications that induce
orthostatic hypotension (such as antihypertensives) or are potent
CYP1A2 inhibitors [see Warnings and Precautions and Drug
Interactions] and in patients taking duloxetine at doses above 60 mg
daily. Consideration should be given to discontinuing duloxetine in
patients who experience symptomatic orthostatic hypotension and/or
syncope during duloxetine therapy.

Serotonin Syndrome or Neuroleptic Malignant Syndrome (NMS)-like
Reactions—The development of a potentially life-threatening serotonin syndrome
or NMS-like reactions have been reported with SNRIs and SSRs alone, including
Cymbalta treatment, but particularly with concomitant 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., tachycardia, labile blood
pressure, hyperthermia), neuromuscular aberrations (e.g., 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 monitored for the emergence of serotonin
syndrome or NMS-like signs and symptoms.
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The concomitant use of Cymbalta with MAOIs intended to treat
depression is contraindicated [see Contraindications].

If concomitant treatment of Cymbalta with a 5-hydroxytryptamine
receptor agonist (triptan) is clinically warranted, careful observation of
the patient is advised, particularly during treatment initiation and dose
increases [see Drug Interactions].

The concomitant use of Cymbalta with serotonin precursors (such as
tryptophan) is not recommended /see Drug Interactions].

Treatment with duloxetine 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.

Abnormal Bleeding—SSRIs and SNRiIs, including duloxetine, may
increase the risk of bleeding events. Concomitant use of aspirin,
non-steroidal anti-inflammatory drugs, warfarin, and other anti-coagulants
may add to this 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 duloxetine and NSAIDs, aspirin, or other
drugs that affect coagulation.

Discontinuation of Treatment with Cymbalta—Discontinuation
symptoms have been systematically evaluated in patients taking
duloxetine. Following abrupt or tapered discontinuation in placebo-
controlled clinical trials, the following symptoms occurred at a rate
greater than or equal to 1% and at a significantly higher rate in
duloxetine-treated patients compared to those discontinuing from
placebo: dizziness, nausea, headache, fatigue, paresthesia, vomiting,
irritability, nightmares, insomnia, diarrhea, anxiety, hyperhidrosis
and vertigo.

During marketing of 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, headache, lethargy,
emotional lability, insomnia, hypomania, tinnitus, and seizures. Although
these events are generally self-limiting, some have been reported to
be severe.

Patients should be monitored for these symptoms when discontinuing
treatment with Cymbalta. 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.

Activation of Mania/Hypomania—In placebo-controlled trials in
patients with major depressive disorder, activation of mania or hypomania
was reported in 0.1% (2/2,489) of duloxetine-treated patients and
0.1% (1/1,625) of placebo-treated patients. No activation of mania or
hypomania was reported in DPNP, GAD, or fibromyalgia placebo-
controlled trials. Activation of mania or hypomania has been reported in
a small proportion of patients with mood disorders who were treated
with other marketed drugs effective in the treatment of major depressive
disorder. As with these other agents, Cymbalta should be used
cautiously in patients with a history of mania.

Seizures—Duloxetine has not been systematically evaluated in
patients with a seizure disorder and such patients were excluded from
clinical studies. In placebo-controlled clinical trials, seizures/convulsions
occurred in 0.03% (3/9,445) of patients treated with duloxetine and
0.01% (1/6,770) of patients treated with placebo. Cymbalta should be
prescribed with care in patients with a history of a seizure disorder.

Effect on Blood Pressure—In clinical trials across indications, relative
to placebo, duloxetine treatment was associated with mean increases of
up to 2.1 mm Hg in systolic blood pressure and up to 2.3 mm Hg in
diastolic blood pressure. There was no significant difference in the
frequency of sustained (3 consecutive visits) elevated blood pressure.
In a clinical pharmacology study designed to evaluate the effects
of duloxetine on various parameters, including blood pressure at
supratherapeutic doses with an accelerated dose titration, there was
evidence of increases in supine blood pressure at doses up to 200 mg
twice daily. At the highest 200 mg twice daily dose, the increase in mean
pulse rate was 5.0 to 6.8 beats and increases in mean blood pressure
were 4.7 to 6.8 mm Hg (systolic) and 4.5 to 7 mm Hg (diastolic) up to
12 hours after dosing.

Blood pressure should be measured prior to initiating treatment and
periodically measured throughout treatment [see Adverse Reactions,
Vital Sign Changes].

Clinically Important Drug Interactions—Both CYP1A2 and CYP2D6
are responsible for duloxetine metabolism.

Potential for Other Drugs to Affect Cymbalta—CYP7A2 Inhibitors—
Co-administration of Gymbalta with potent CYP1A2 inhibitors should be
avoided [see Drug Interactions].

CYP2D6 Inhibitors—Because CYP2D6 is involved in duloxetine
metabolism, concomitant use of duloxetine with potent inhibitors of
CYP2D6 would be expected to, and does, result in higher concentrations
(on average of 60%) of duloxetine [see Drug Interactions].

Potential for Cymbalta to Affect Other Drugs—Drugs Metabolized by
CYP2D6—Co-administration of Cymbalta with drugs that are extensively
metabolized by CYP2D6 and that have a narrow therapeutic index,
including certain antidepressants (tricyclic antidepressants [TCAs],
such as nortriptyline, amitriptyline, and imipramine), phenothiazines
and Type 1C antiarrhythmics (e.g., propafenone, flecainide), should be
approached with caution. Plasma TCA concentrations may need to
be monitored and the dose of the TCA may need to be reduced if a TCA
is co-administered with Cymbalta. Because of the risk of serious
ventricular arrhythmias and sudden death potentially associated with
elevated plasma levels of thioridazine, Cymbalta and thioridazine should
not be co-administered [see Drug Interactions].

Other_Clinically Important Drug Interactions—Alcoho—Use of
Cymbalta concomitantly with heavy alcohol intake may be associated
with severe liver injury. For this reason, Cymbalta should ordinarily not
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be prescribed for patients with substantial alcohol use [see Warnings
and Precautions and Drug Interactions].

CNS Acting Drugs—Given the primary CNS effects of Cymbalta, it
should be used with caution when it is taken in combination with or
substituted for other centrally acting drugs, including those with a
similar mechanism of action [see Warnings and Precautions and
Drug Interactions].

Hyponatremia—Hyponatremia may occur as a result of treatment
with SSRIs and SNRIs, including Cymbalta. In many cases, this
hyponatremia appears to be the result of the syndrome of inappropriate
antidiuretic hormone secretion (SIADH). Cases with serum sodium
lower than 110 mmol/L have been reported and appeared to be
reversible when Cymbalta was discontinued. 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 Use in Specific Populations]. Discontinuation
of Cymbalta should be considered 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. More severe and/or acute cases
have been associated with hallucination, syncope, seizure, coma,
respiratory arrest, and death.

Use in Patients with Concomitant lliness—Clinical experience with
Cymbalta in patients with concomitant systemic illnesses is limited.
There is no information on the effect that alterations in gastric motility
may have on the stability of Cymbalta’s enteric coating. In extremely
acidic conditions, Cymbalta, unprotected by the enteric coating, may
undergo hydrolysis to form naphthol. Caution is advised in using
Cymbalta in patients with conditions that may slow gastric emptying
(e.g., some diabetics).

Cymbalta has not been systematically evaluated in patients with a
recent history of myocardial infarction or unstable coronary artery
disease. Patients with these diagnoses were generally excluded from
clinical studies during the product’s premarketing testing.

Hepatic Insufficiency—Cymbalta should ordinarily not be used in
patients with hepatic insufficiency [see Warnings and Precautions and
Use in Specific Populations].

Severe Renal Impairment—Cymbalta should ordinarily not be used
in patients with end-stage renal disease or severe renal impairment
(creatinine clearance <30 mL/min). Increased plasma concentration
of duloxetine, and especially of its metabolites, occur in patients
with end-stage renal disease (requiring dialysis) [see Use in Specific
Populations].

Controlled Narrow-Angle Glaucoma—In clinical trials, Cymbalta was
associated with an increased risk of mydriasis; therefore, it should be
used cautiously in patients with controlled narrow-angle glaucoma [see
Contraindications].

Glycemic Control in Patients with Diabetes—As observed in DPNP
trials, Cymbalta treatment worsens glycemic control in some patients
with diabetes. In three clinical trials of Cymbalta for the management of
neuropathic pain associated with diabetic peripheral neuropathy, the
mean duration of diabetes was approximately 12 years, the mean
baseline fasting blood glucose was 176 mg/dL, and the mean baseline
hemoglobin A+ (HbAi;) was 7.8%. In the 12-week acute treatment
phase of these studies, Cymbalta was associated with a small increase
in mean fasting blood glucose as compared to placebo. In the extension
phase of these studies, which lasted up to 52 weeks, mean fasting blood
glucose increased by 12 mg/dL in the Cymbalta group and decreased
by 11.5 mg/dL in the routine care group. HbA:. increased by 0.5% in
the Cymbalta and by 0.2% in the routine care groups.

Urinary Hesitation and Retention—Cymbalta is in a class of drugs
known to affect urethral resistance. If symptoms of urinary hesitation
develop during treatment with Cymbalta, consideration should be given
to the possibility that they might be drug-related. In post marketing
experience, cases of urinary retention have been observed. In
some instances of urinary retention associated with duloxetine use,
hospitalization and/or catheterization has been needed.

Laboratory Tests—No specific laboratory tests are recommended.

ADVERSE REACTIONS: Clinical Trial Data Sources—The data
described below reflect exposure to duloxetine in placebo-controlled
trials for MDD (N=2327), GAD (N=668), DPNP (N=568) and FM
(N=876). The population studied was 17 to 89 years of age; 64.8%,
64.7%, 38.7%, and 94.6% female; and 85.5%, 84.6%, 77.6%, and 88%
Caucasian for MDD, GAD, DPNP, and FM, respectively. Most patients
received doses of a total of 60 to 120 mg per day.

The stated frequencies of adverse reactions represent the proportion
of individuals who experienced, at least once, a treatment-emergent
adverse reaction of the type listed. A reaction was considered treatment-
emergent if it occurred for the first time or worsened while receiving
therapy following baseline evaluation. Reactions reported during the
studies were not necessarily caused by the therapy, and the frequencies
do not reflect investigator impression (assessment) of causality.

Because clinical trials are conducted under widely varying condi-
tions, adverse reaction rates observed in the clinical trials of a drug can-
not be directly compared to rates in the clinical trials of another drug
and may not reflect the rates observed in practice.

Adverse Reactions Reported as Reasons for Discontinuation of
Treatment in Placebo-Controlled Trials—Major Depressive Disorder—
Approximately 9% (209/2,327) of the patients who received duloxetine
in placebo-controlled trials for MDD discontinued treatment due to an
adverse reaction, compared with 4.7% (68/1,460) of the patients receiving
placebo. Nausea (duloxetine 1.3%, placebo 0.5%) was the only
common adverse reaction reported as a reason for discontinuation and
considered to be drug-related (i.e., discontinuation occurring in at least
1% of the duloxetine-treated patients and at a rate of at least twice that
of placebo).

Generalized Anxiety Disorder—Approximately 15.3% (102/668) of
the patients who received duloxetine in placebo-controlled trials for
GAD discontinued treatment due to an adverse reaction, compared with
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4.0% (20/495) for placebo. Common adverse reactions reported as a
reason for discontinuation and considered to be drug-related (as defined
above) included nausea (duloxetine 3.7%, placebo 0.2%), vomiting
(duloxetine 1.3%, placebo 0.0%), and dizziness (duloxetine 1.0%,
placebo 0.2%).

Diabetic Peripheral Neuropathic Pain—Approximately 14.3% (81/568)
of the patients who received duloxetine in placebo-controlled trials for
DPNP discontinued treatment due to an adverse reaction, compared
with 7.2% (16/223) for placebo. Common adverse reactions reported as
a reason for discontinuation and considered to be drug-related
(as defined above) were nausea (duloxetine 3.5%, placebo 0.4%),
dizziness (duloxetine 1.6%, placebo 0.4%), somnolence (duloxetine
1.6%, placebo 0.0%), and fatigue (duloxetine 1.1%, placebo 0.0%).

Fibromyalgia—Approximately 19.5% (171/876) of the patients who
received duloxetine in 3 to 6 month placebo-controlled trials for FM
discontinued treatment due to an adverse reaction, compared with
11.8% (63/535) for placebo. Common adverse reactions reported as a
reason for discontinuation and considered to be drug-related (as
defined above) included nausea (duloxetine 1.9%, placebo 0.7%),
somnolence (duloxetine 1.5%, placebo 0.0%), and fatigue (duloxetine 1.3%,
placebo 0.2%).

Adverse Reactions Occurring at an Incidence of 5% or More and at
least Twice Placebo Among Duloxetine-Treated Patients in Placebo-
Controlled Trials—Pooled Trials for all Approved Indications—The
most commonly observed adverse reactions in Cymbalta-treated
patients (incidence of at least 5% and at least twice the incidence in
placebo patients) were nausea, dry mouth, constipation, somnolence,
hyperhidrosis, and decreased appetite.

In addition to the adverse reactions listed above, DPNP trials also
included dizziness and asthenia.

Adverse Reactions Occurring at an Incidence of 5% or More
Among Duloxetine-Treated Patients in Placebo-Controlled Trials—
The incidence of treatment-emergent adverse reactions in placebo-
controlled trials (N=4843 Cymbalta; N=3048 placebo) for approved
indications that occurred in 5% or more of patients treated with duloxetine
and with an incidence greater than placebo were: nausea, headache, dry
mouth, fatigue (includes asthenia), insomnia* (includes middle insomnia,
early morning awakening, and initial insomnia), dizziness, somnolence*
(includes hypersomnia and sedation), constipation®, diarrhea, decreased
appetite™ (includes anorexia), and hyperhidrosis. *Events for which
there was a significant dose-dependent relationship in fixed-dose
studies, excluding three MDD studies which did not have a placebo
lead-in period or dose titration.

Adverse Reactions Occurring at an Incidence of 2% or More
Among Duloxetine-Treated Patients in Placebo-Controlled Trials—
Pooled MDD and GAD Trials—Table 3 in full Pl gives the incidence of
treatment-emergent adverse reactions in MDD and GAD placebo-
controlled trials (N=2995 Cymbalta; N=1955 placebo) for approved
indications that occurred in 2% or more of patients treated with duloxetine
and with an incidence greater than placebo were: Cardiac Disorders—
palpitations; Eye Disorders—vision blurred; Gastrointestinal
Disorders—nausea, dry mouth, diarrhea, constipation®, abdominal
pain (includes abdominal pain upper, abdominal pain lower, abdominal
tenderness, abdominal discomfort, and gastrointestinal pain), vomiting;
General Disorders and Administration Site Conditions—fatigue
(includes asthenia); Investigations—weight decreased™; Metabolism
and Nutrition Disorders—decreased appetite (includes anorexia); Nervous
System Disorders—dizziness, somnolence (includes hypersomnia and
sedation), tremor; Psychiatric Disorders—insomnia (includes middle
insomnia, early morning awakening, and initial insomnia), agitation
(includes feeling jittery, nervousness, restlessness, tension, and
psychomotor agitation), anxiety, decreased libido (includes loss of
libido), orgasm abnormal (includes anorgasmia), abnormal dreams
(includes nightmare); Reproductive System and Breast Disorders—
erectile dysfunction, ejaculation delayed, ejaculation disorder (includes
ejaculation failure and ejaculation dysfunction); Respiratory. Thoracic
and Mediastinal Disorders—yawning; Skin and Subcutaneous Tissue
Disorders—hyperhidrosis; Vascular Disorders—hot flush. *Events for
which there was a significant dose-dependent relationship in fixed-dose
studies, excluding three MDD studies which did not have a placebo
lead-in period or dose titration.

Diabetic Peripheral Neuropathic Pain—Treatment-emergent adverse
events that occurred in 2% or more of patients treated with Cymbalta
in the premarketing acute phase of DPNP placebo-controlled trials
(N=115 Cymbalta 20 mg once daily; N=228 Cymbalta 60 mg once daily;
N=225 Cymbalta 60 mg twice daily; N=223 placebo) with an incidence
greater than placebo were: Gastrointestinal Disorders—nausea,
constipation, diarrhea, dry mouth, vomiting, dyspepsia, loose stools;
General Disorders and Administration Site Conditions—fatigue, asthenia,
pyrexia; Infections and Infestations—nasopharyngitis; Metabolism and
Nutrition Disorders—decreased appetite, anorexia; Musculoskeletal
and Connective Tissue Disorders—muscle cramp, myalgia; Nervous
System Disorders—somnolence, headache, dizziness, tremor; Psychiatric
Disorders—insomnia; Renal and Urinary Disorders—pollakiuria;
Reproductive System and Breast Disorders—erectile dysfunction;
Respiratory, Thoracic and Mediastinal Disorders—cough, pharyngola-
ryngeal pain; Skin and Subcutaneous Tissue Disorders—hyperhidrosis.

Fibromyalgia—Treatment-emergent adverse events that occurred in
2% or more of patients treated with Cymbalta in the premarketing acute
phase of FM placebo-controlled trials (N=876 Cymbalta; N=535 placebo)
and with an incidence greater than placebo were: Cardiac Disorders—
palpitations; Eye Disorders—vision blurred; Gastrointestinal
Disorders—nausea, dry mouth, constipation, diarrhea, dyspepsia;
General Disorders and Administration Site Conditions—fatigue
(includes asthenia); Immune System Disorders—seasonal allergy;
Infections and Infestations—upper respiratory tract infection, urinary
tract infection, influenza, gastroenteritis viral; Investigations—weight
increased; Metabolism and Nutrition Disorders—decreased appetite
(includes anorexia); Musculoskeletal and Connective Tissue Disorders—
musculoskeletal ~ pain, muscle spasm; Nervous _System
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Disorders—headache, dizziness, somnolence (includes hypersomnia
and sedation), tremor, paraesthesia, migraine, dysgeusia; Psychiatric
Disorders—insomnia (includes middle insomnia, early morning
awakening, and initial insomnia), agitation (includes feeling jittery,
nervousness, restlessness, tension, and psychomotor agitation), sleep
disorder, abnormal dreams (includes nightmare), orgasm abnormal
(includes anorgasmia), libido decreased (includes loss of libido);
Reproductive System and Breast Disorders—ejaculation disorder
(includes ejaculation failure and ejaculation dysfunction), penis disorder;
Respiratory, Thoracic, and Mediastinal Disorders—cough, pharyngola-
ryngeal pain; Skin and Subcutaneous Tissue Disorders—hyperhidrosis,
rash, pruritus; Vascular Disorders—hot flush.

Effects on Male and Female Sexual Function—Changes in sexual
desire, sexual performance and sexual satisfaction often occur as
manifestations of psychiatric disorders or diabetes, but they may also
be a consequence of pharmacologic treatment. Because adverse sexual
reactions are presumed to be voluntarily underreported, the Arizona
Sexual Experience Scale (ASEX), a validated measure designed to
identify sexual side effects, was used prospectively in 4 MDD placebo-
controlled ftrials. In these trials, patients treated with Cymbalta
experienced significantly more sexual dysfunction, as measured by the
total score on the ASEX, than did patients treated with placebo. Gender
analysis showed that this difference occurred only in males. Males treated
with Cymbalta experienced more difficulty with ability to reach orgasm
(ASEX Item 4) than males treated with placebo. Females did not
experience more sexual dysfunction on Cymbalta than on placebo as
measured by ASEX total score. Physicians should routinely inquire
about possible sexual side effects. See Table 6 in full Pl for specific
ASEX results.

Vital Sign Changes—In clinical trials across indications, relative to
placebo, duloxetine treatment was associated with mean increases of
up to 2.1 mm Hg in systolic blood pressure and up to 2.3 mm Hg in
diastolic blood pressure. There was no significant difference in the
frequency of sustained (3 consecutive visits) elevated blood pressure
[see Warnings and Precautions]. Duloxetine treatment, for up to
26-weeks in placebo-controlled trials typically caused a small increase
in heart rate compared to placebo of up to 3-4 beats per minute.

Weight Changes—In placebo-controlled clinical trials, MDD and
GAD patients treated with Cymbalta for up to 10-weeks experienced a
mean weight loss of approximately 0.5 kg, compared with a mean
weight gain of approximately 0.2 kg in placebo-treated patients. In DPN
placebo-controlled clinical trials, patients treated with Cymbalta for up
to 13-weeks experienced a mean weight loss of approximately 1.1 kg,
compared with a mean weight gain of approximately 0.2 kg in placebo-
treated patients. In fibromyalgia studies, patients treated with Cymbalta
for up to 26 weeks experienced a mean weight loss of approximately
0.4 kg compared with a mean weight gain of approximately 0.3 kg in
placebo-treated patients. In one long-term fibromyalgia 60-week
uncontrolled study, duloxetine patients had a mean weight increase
of 0.7 kg.

Laboratory Changes—Cymbalta treatment in placebo-controlled
clinical trials, was associated with small mean increases from baseline
to endpoint in ALT, AST, CPK, and alkaline phosphatase; infrequent,
modest, transient, abnormal values were observed for these analytes in
Cymbalta-treated patients when compared with placebo-treated patients
[see Warnings and Precautions].

Electrocardiogram Changes—Electrocardiograms were obtained
from duloxetine-treated patients and placebo-treated patients in clinical
trials lasting up to 13-weeks. No clinically significant differences were
observed for QTc, QT, PR, and QRS intervals between duloxetine-treated
and placebo-treated patients. There were no differences in clinically
meaningful QTcF elevations between duloxetine and placebo. In a
positive-controlled study in healthy volunteers using duloxetine up to
200 mg twice daily, no prolongation of the corrected QT interval
was observed.

Other Adverse Reactions Observed During the Premarketing and
Postmarketing Clinical Trial Evaluation of Duloxetine—Following is
a list of treatment-emergent adverse reactions reported by patients treated
with duloxetine in clinical trials. In clinical trials of all indications,
27,229 patients were treated with duloxetine. Of these, 29% (7,886)
took duloxetine for at least 6 months, and 13.3% (3,614) for at least one
year. The following listing is not intended to include reactions
(1) already listed in previous tables or elsewhere in labeling, (2) for
which a drug cause was remote, (3) which were so general as to be
uninformative, (4) which were not considered to have significant clinical
implications, or (5) which occurred at a rate equal to or less than placebo.

Reactions are categorized by body system according to the following
definitions: frequent adverse reactions are those occurring in at least
1/100 patients; infrequent adverse reactions are those occurring
in 1/100 to 1/1000 patients; rare reactions are those occurring in fewer
than 1/1000 patients. Cardiac Disorders—Frequent: palpitations;
Infrequent: myocardial infarction and tachycardia; Ear and Labyrinth
Disorders—Frequent: vertigo; Infrequent: ear pain and tinnitus;
Endocrine Disorders—I/nfrequent: hypothyroidism; Eye Disorders—
Frequent: vision blurred; Infrequent: diplopia and visual disturbance;
Gastrointestinal Disorders—Frequent: flatulence; Infrequent: eructation,
gastritis, halitosis, and stomatitis; Rare: gastric ulcer, hematochezia,
and melena; General Disorders and Administration Site Conditions—
Frequent: chills/rigors; Infrequent: feeling abnormal, feeling hot and/or
cold, malaise, and thirst; Rare: gait disturbance; Infections and
Infestations—/nfrequent: gastroenteritis and laryngitis; Investigations—
Frequent: weight increased; Infrequent: blood cholesterol increased;
Metabolism and Nutrition Disorders—Infrequent: dehydration and
hyperlipidemia; Rare: dyslipidemia; Musculoskeletal and Connective
Tissue Disorders—Frequent: musculoskeletal pain; Infrequent: muscle
tightness and muscle twitching; Nervous System Disorders—Frequent:
dysgeusia, lethargy, and parasthesia/hypoesthesia; [nfrequent:
disturbance in attention, dyskinesia, myoclonus, and poor quality sleep;
Rare: dysarthria; Psychiatric Disorders—Frequent: abnormal dreams and
sleep disorder; Infrequent: apathy, bruxism, disorientation/confusional
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state, irritability, mood swings, and suicide attempt; Rare: completed
suicide; Renal and Urinary Disorders—/nfrequent: dysuria, micturition
urgency, nocturia, polyuria, and urine odor abnormal.; Reproductive
System and Breast Disorders—Frequent: anorgasmia/orgasm abnormal;
Infrequent: menopausal symptoms, and sexual dysfunction; Respiratory.
Thoracic and Mediastinal Disorders—Frequent: yawning; Infrequent:
throat tightness; Skin and Subcutaneous Tissue Disorders—
Infrequent: cold sweat, dermatitis contact, erythema, increased tendency
to bruise, night sweats, and photosensitivity reaction; Rare: ecchymosis;
Vascular Disorders—Frequent: hot flush; Infrequent: flushing, orthostatic
hypotension, and peripheral coldness.

Postmarketing Spontaneous Reports—The following adverse reactions
have been identified during postapproval use of Cymbalta. Because
these reactions are 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.

Adverse reactions reported since market introduction that were
temporally related to duloxetine therapy and not mentioned elsewhere
in labeling include: anaphylactic reaction, aggression and anger
(particularly early in treatment or after treatment discontinuation),
angioneurotic edema, erythema multiforme, extrapyramidal disorder,
glaucoma, gynecological bleeding, hallucinations, hyperglycemia,
hypersensitivity, hypertensive crisis, muscle spasm, rash, restless legs
syndrome, seizures upon treatment discontinuation, supraventricular
arrhythmia, tinnitus (upon treatment discontinuation), trismus,
and urticaria.

Serious skin reactions including Stevens-Johnson Syndrome that
have required drug discontinuation and/or hospitalization have been
reported with duloxetine.

DRUG INTERACTIONS: Both CYP1A2 and CYP2D6 are responsible for
duloxetine metabolism.

Inhibitors of CYP1A2—When duloxetine 60 mg was co-administered
with fluvoxamine 100 mg, a potent CYP1A2 inhibitor, to male subjects
(n=14) duloxetine AUC was increased approximately 6-fold, the Crax
was increased about 2.5-fold, and duloxetine t1/2 was increased
approximately 3-fold. Other drugs that inhibit CYP1A2 metabolism
include cimetidine and quinolone antimicrobials such as ciprofloxacin
and enoxacin [see Warnings and Precautions].

Inhibitors of CYP2D6—Concomitant use of duloxetine (40 mg once
daily) with paroxetine (20 mg once daily) increased the concentration of
duloxetine AUC by about 60%, and greater degrees of inhibition
are expected with higher doses of paroxetine. Similar effects would be
expected with other potent CYP2D6 inhibitors (e.g., fluoxetine, quinidine)
[see Warnings and Precautions].

Dual Inhibition of CYP1A2 and CYP2D6—Concomitant administration
of duloxetine 40 mg twice daily with fluvoxamine 100 mg, a potent
CYP1A2 inhibitor, to CYP2D6 poor metabolizer subjects (n=14) resulted in
a 6-fold increase in duloxetine AUC and Crax.

Drugs that Interfere with Hemostasis (e.g., NSAIDs, Aspirin, and
Warfarin)—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 this risk of bleeding.
Altered anticoagulant effects, including increased bleeding, have been
reported when SSRIs or SNRIs are coadministered with warfarin.
Patients receiving warfarin therapy should be carefully monitored when
duloxetine is initiated or discontinued [see Warnings and Precautions].

Lorazepam—Under steady-state conditions for duloxetine (60 mg Q
12 hours) and lorazepam (2 mg Q 12 hours), the pharmacokinetics of
duloxetine were not affected by co-administration.

Temazepam—Under steady-state conditions for duloxetine (20 mg ghs)
and temazepam (30 mg ghs), the pharmacokinetics of duloxetine were
not affected by co-administration.

Drugs that Affect Gastric Acidity—Cymbalta has an enteric coating
that resists dissolution until reaching a segment of the gastrointestinal
tract where the pH exceeds 5.5. In extremely acidic conditions,
Cymbalta, unprotected by the enteric coating, may undergo hydrolysis
to form naphthol. Caution is advised in using Cymbalta in patients with
conditions that may slow gastric emptying (e.g., some diabetics). Drugs
that raise the gastrointestinal pH may lead to an earlier release of
duloxetine. However, co-administration of Cymbalta with aluminum-
and magnesium-containing antacids (51 mEq) or Cymbalta with
famotidine, had no significant effect on the rate or extent of duloxetine
absorption after administration of a 40 mg oral dose. It is unknown
whether the concomitant administration of proton pump inhibitors
affects duloxetine absorption [see Warnings and Precautions].

Drugs Metabolized by CYP1A2—/n vitro drug interaction studies
demonstrate that duloxetine does not induce CYP1A2 activity.
Therefore, an increase in the metabolism of CYP1A2 substrates (e.g.,
theophylline, caffeine) resulting from induction is not anticipated,
although clinical studies of induction have not been performed.
Duloxetine is an inhibitor of the CYP1A2 isoform in in vitro studies,
and in two clinical studies the average (90% confidence interval)
increase in theophylline AUC was 7% (1%-15%) and 20% (13%-27%)
when co-administered with duloxetine (60 mg twice daily).

Drugs Metabolized by CYP2D6—Duloxetine is a moderate inhibitor
of CYP2D6. When duloxetine was administered (at a dose of 60 mg
twice daily) in conjunction with a single 50 mg dose of desipramine, a
CYP2D6 substrate, the AUC of desipramine increased 3-fold [see
Warnings and Precautions].

Drugs Metaholized by CYP2C9—Duloxetine does not inhibit the
in vitro enzyme activity of CYP2C9. Inhibition of the metabolism of
CYP2C9 substrates is therefore not anticipated, although clinical studies
have not been performed.

Drugs Metabolized by CYP3A—Results of in vitro studies demonstrate
that duloxetine does not inhibit or induce CYP3A activity. Therefore, an
increase or decrease in the metabolism of CYP3A substrates (e.g., oral
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contraceptives and other steroidal agents) resulting from induction
or inhibition is not anticipated, although clinical studies have not
been performed.

Drugs Metabolized by CYP2C19—Results of in vitro studies
demonstrate that duloxetine does not inhibit CYP2C19 activity at
therapeutic concentrations. Inhibition of the metabolism of CYP2C19
substrates is therefore not anticipated, although clinical studies have
not been performed.

Monoamine Oxidase Inhibitors—Switching Patients to or from a
Monoamine Oxidase Inhibitor—At least 14 days should elapse between
discontinuation of an MAOI and initiation of therapy with Cymbalta. In
addition, at least 5 days should be allowed after stopping Cymbalta before
starting an MAQI [see Contraindications and Warnings and Precautions].

Serotonergic Drugs—Based on the mechanism of action of SNRIs
and SSRIs, including Cymbalta, and the potential for serotonin
syndrome, caution is advised when Cymbalta is co-administered with
other drugs that may affect the serotonergic neurotransmitter systems,
such as triptans, linezolid (an antibiotic which is a reversible non-selective
MAOI), lithium, tramadol, or St. John's Wort. The concomitant use of
Cymbalta with other SSRIs, SNRIs or tryptophan is not recommended
[see Warnings and Precautions].

Triptans—There have been rare postmarketing reports of serotonin
syndrome with use of an SSRI and a triptan. If concomitant treatment
of Cymbalta with a triptan is clinically warranted, careful observation of
the patient is advised, particularly during treatment initiation and dose
increases [see Warnings and Precautions].

Alcohol—When Cymbalta and ethanol were administered several
hours apart so that peak concentrations of each would coincide,
Cymbalta did not increase the impairment of mental and motor skills
caused by alcohol.

In the Cymbalta clinical trials database, three Cymbalta-treated
patients had liver injury as manifested by ALT and total bilirubin
elevations, with evidence of obstruction. Substantial intercurrent
ethanol use was present in each of these cases, and this may have
contributed to the abnormalities seen [see Warnings and Precautions].

CNS Drugs—/see Warnings and Precautions].

Drugs Highly Bound to Plasma Protein—Because duloxetine is
highly bound to plasma protein, administration of Cymbalta to a patient
taking another drug that is highly protein bound may cause increased
free concentrations of the other drug, potentially resulting in adverse
reactions.

USE IN SPECIFIC POPULATIONS: Pregnancy—TIeratogenic Effects
Pregnancy Category G—In animal reproduction studies, duloxetine has
been shown to have adverse effects on embryo/fetal and postnatal
development.

When duloxetine was administered orally to pregnant rats and
rabbits during the period of organogenesis, there was no evidence of
teratogenicity at doses up to 45 mg/kg/day (7 times the maximum
recommended human dose [MRHD, 60 mg/day] and 4 times the human
dose of 120 mg/day on a mg/m? basis, in rat; 15 times the MRHD and
7 times the human dose of 120 mg/day on a mg/m? basis in rabbit).
However, fetal weights were decreased at this dose, with a no-effect
dose of 10 mg/kg/day (2 times the MRHD and =1 times the human dose
of 120 mg/day on a mg/m? basis in rat; 3 times the MRHD and 2 times
the human dose of 120 mg/day on a mg/m? basis in rabbits).

When duloxetine was administered orally to pregnant rats throughout
gestation and lactation, the survival of pups to 1 day postpartum and
pup body weights at birth and during the lactation period were
decreased at a dose of 30 mg/kg/day (5 times the MRHD and 2 times
the human dose of 120 mg/day on a mg/m? basis); the no-effect dose
was 10 mg/kg/day. Furthermore, behaviors consistent with increased
reactivity, such as increased startle response to noise and decreased
habituation of locomotor activity, were observed in pups following
maternal exposure to 30 mg/kg/day. Post-weaning growth and
reproductive performance of the progeny were not affected adversely
by maternal duloxetine treatment.

There are no adequate and well-controlled studies in pregnant
women; therefore, duloxetine should be used during pregnancy only if
the potential benefit justifies the potential risk to the fetus.

Nonteratogenic Effects—Neonates exposed to SSRIs or serotonin
and norepinephrine reuptake inhibitors (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 discontinuation syndrome. It should be noted
that, in some cases, the clinical picture is consistent with serotonin
syndrome [see Warnings and Precautions].

When treating pregnant women with Cymbalta during the third
trimester, the physician should carefully consider the potential risks and
benefits of treatment. The physician may consider tapering Cymbalta in
the third trimester.

Labor and Delivery—The effect of duloxetine on labor and delivery
in humans is unknown. Duloxetine should be used during labor and
delivery only if the potential benefit justifies the potential risk to
the fetus.

Nursing Mothers—Duloxetine is excreted into the milk of lactating
women. The estimated daily infant dose on a mg/kg basis is approximately
0.14% of the maternal dose. Because the safety of duloxetine in infants
is not known, nursing while on Cymbalta is not recommended.
However, if the physician determines that the benefit of duloxetine
therapy for the mother outweighs any potential risk to the infant, no
dosage adjustment is required as lactation did not influence duloxetine
pharmacokinetics.

Pediatric Use—Safety and effectiveness in the pediatric population
have not been established [see Boxed Warning and Warnings and
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Precautions]. Anyone considering the use of Cymbalta in a child or
adolescent must balance the potential risks with the clinical need.

Geriatric Use—Of the 2,418 patients in premarketing clinical studies
of Cymbalta for MDD, 5.9% (143) were 65 years of age or over. Of the
1,074 patients in the DPNP premarketing studies, 33% (357) were
65 years of age or over. Of the 1,761 patients in FM premarketing
studies, 7.9% (140) were 65 years of age or over. Premarketing
clinical studies of GAD did not include sufficient numbers of subjects
age 65 or over to determine whether they respond differently from
younger subjects. In the MDD and DPNP studies, 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 greater sensitivity of some older individuals cannot be
ruled out. SSRIs and SNRIs, including Cymbalta 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].

Gender—The half-life of duloxetine is similar in men and women.
Dosage adjustment based on gender is not necessary.

Smoking Status—Duloxetine bioavailability (AUC) appears to be
reduced by about one-third in smokers. Dosage modifications are
not recommended for smokers.

Race—No specific pharmacokinetic study was conducted to investigate
the effects of race.

Hepatic Insufficiency—/see Warnings and Precautions].

Severe Renal Impairment—/see Warnings and Precautions].

DRUG ABUSE AND DEPENDENCE: Abuse—In animal studies, duloxetine
did not demonstrate barbiturate-like (depressant) abuse potential. While
Cymbalta has not been systematically studied in humans for its potential
for abuse, there was no indication of drug-seeking behavior in the
clinical trials. However, it is not possible to predict on the basis of
premarketing experience the extent to which a CNS active drug will be
misused, diverted, and/or abused once marketed. Consequently,
physicians should carefully evaluate patients for a history of drug abuse
and follow such patients closely, observing them for signs of misuse or
abuse of Cymbalta (e.g., development of tolerance, incrementation
of dose, drug-seeking behavior).

Dependence—In drug dependence studies, duloxetine did not
demonstrate dependence producing potential in rats.

OVERDOSAGE: Signs and Symptoms—In postmarketing experience,
fatal outcomes have been reported for acute overdoses, primarily with
mixed overdoses, but also with duloxetine only, at doses as low as
1000 mg. Signs and symptoms of overdose (duloxetine alone or with
mixed drugs) included somnolence, coma, serotonin syndrome,
seizures, syncope, tachycardia, hypotension, hypertension, and vomiting.
Management of Overdose—There is no specific antidote to
Cymbalta, but if serotonin syndrome ensues, specific treatment (such
as with cyproheptadine and/or temperature control) may be considered.
In case of acute overdose, treatment should consist of those general
measures employed in the management of overdose with any drug.

NONCLINICAL TOXICOLOGY: Carcinogenesis, Mutagenesis, and
Impairment of Fertility—Carcinogenesis—Duloxetine was administered
in the diet to mice and rats for 2 years.

In female mice receiving duloxetine at 140 mg/kg/day (11 times the
maximum recommended human dose [MRHD, 60 mg/day] and 6 times
the human dose of 120 mg/day on a mg/m? basis), there was an
increased incidence of hepatocellular adenomas and carcinomas. The
no-effect dose was 50 mg/kg/day (4 times the MRHD and 2 times
the human dose of 120 mg/day on a mg/m? basis). Tumor incidence
was not increased in male mice receiving duloxetine at doses up to
100 mg/kg/day (8 times the MRHD and 4 times the human dose
of 120 mg/day on a mg/m? basis).

In rats, dietary doses of duloxetine up to 27 mg/kg/day in females
(4 times the MRHD and 2 times the human dose of 120 mg/day on a
mg/m? basis) and up to 36 mg/kg/day in males (6 times the MRHD and
3 times the human dose of 120 mg/day on a mg/m? basis) did not
increase the incidence of tumors.

Mutagenesis—Duloxetine was not mutagenic in the in vitro bacterial
reverse mutation assay (Ames test) and was not clastogenic in an in
vivo chromosomal aberration test in mouse bone marrow cells.
Additionally, duloxetine was not genotoxic in an in vifro mammalian
forward gene mutation assay in mouse lymphoma cells or in an in vitro
unscheduled DNA synthesis (UDS) assay in primary rat hepatocytes,
and did not induce sister chromatid exchange in Chinese hamster bone
marrow in vivo.

Impairment of Fertility—Duloxetine administered orally to either male
or female rats prior to and throughout mating at doses up to 45 mg/kg/day
(7 times the maximum recommended human dose of 60 mg/day and
4 times the human dose of 120 mg/day on a mg/m? basis) did not alter
mating or fertility.

PATIENT COUNSELING INFORMATION: See FDA-approved Medication
Guide and Patient Counseling Information section of full PI.

Literature revised January 13, 2010
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Obesity and Eating Disorders:
Are They Close Relatives?

Research on obesity and eating disorders is converging. Among other
findings, studies indicate that brain circuits involved in reward or plea-
sure may also be involved in obesity and eating disorders.

Ithough obesity and eating-
disorders research tend to
be separate fields, the two
are now converging in an
intriguing manner. They’re
showing that some of the same peptide
hormones are involved in both conditions.

The hormones, discovered about 15 years
ago, are leptin, ghrelin, and the endocan-
nabinoids. They have a substantial impact
on people’s appetite, energy metabolism,
and food intake. All act on the hypothala-
mus. Leptin decreases food intake; ghrelin
and the endocannabinoids increase it.

Obese people have been found to
have an abnormally high level of leptin
in their bloodstream. They are resistant
to the effects of leptin in much the same
way that people with type 2 diabetes are
resistant to the effects of insulin. Indi-
viduals with anorexia nervosa or with
bulimia nervosa have been found to have
abnormally low concentrations in their
bloodstream.

Ghrelin levels have been found to be
abnormally high in the bloodstream of
individuals with anorexia; they have been
found to be abnormally low in the blood-
stream of individuals with bulimia or
binge-eating disorder.

Biology Can Trump Willpower

Such discoveries have some important
implications, Walter Kaye, M..D., a pro-
fessor of psychiatry at the University of
California, San Diego, and an anorexia
researcher, explained duringa recentinter-
view. “They demonstrate that there is pow-
erful biology underlying obesity and eat-
ing disorders, that it’s not just a matter of
willpower.”

Michael Schwartz, M.D., a professor of
medicine at the University of Washington
and an obesity researcher, agreed:

BY JOAN AREHART-TREICHEL

“Most people had argued that obe-
sity is a disorder primarily of willpower.
These data suggest that there is an under-
lying biological problem directly involved
in obesity.”

But at the same time, it’s not just these
hormones that dictate food consumption
in obesity and eating disorders, scientists
are finding. The brain does too.

For instance, Kaye found that when sub-
jects with anorexia and healthy control sub-
jects were offered a tasty treat, the insula—
a brain region that processes gestation and
links it to reward—responded less in the
anorexia subjects than in the controls.

Cary Savage, Ph.D., an obesity
researcher at the University of Kansas,
showed pictures of snacks to obese and
healthy-weight subjects. The anterior cin-
gulate cortex was activated considerably
more in the former than in the latter. This
brain region has also been implicated in
activities other than eating that some peo-
ple may find rewarding—alcohol depen-
dence, cocaine dependence, and pathologi-
cal gambling. “These findings of increased
activity in reward centers of the brain are
consistent with other data indicating that
obese individuals make food choices and
consume more based on the hedonic aspects
of eating,” Savage told Psychiatric News.

Several neuroimaging studies have
also demonstrated abnormal activation
of the anterior cingulate cortex in sub-
jects with bulimia.

Yet Many Questions Remain

Yet many questions about the roles of
leptin, ghrelin, and the endocannabinoids
in obesity and eating disorders press for
answers. For example, leptin is reduced in
people with anorexia as long as they are
malnourished, but the levels rise as they
recover from their illness. Does this find-

TLLR

Walter Kaye, M.D.: “There are a number of different neuropeptides, not just leptin, ghrelin,
and the endocannabinoids, that signal something about energy metabolism in the body to
the brain.”
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Peptides May Be Treatment Targets

The finding that the peptide hormones leptin, ghrelin, and the endocannabinoids are
implicated in obesity and eating disorders (see accompanying article) is prompting some
scientists to study whether these hormones, or compounds that act on them, might
constitute effective new treatments for these conditions.

For example, researchers at Albany (N.Y.) Medical College discovered that injecting small
fragments of leptin into subjects could control appetite, blood glucose levels, and weight gain.
The drug can now be administered orally, using technology developed by Aegis Therapeutics.
“The combination of Albany’s highly effective peptide with Aegis’ noninvasive. . .peptide deliv-
ery technology promises to lead to the first orally active peptide anti-obesity and diabetes
drug,” Edward Maggio, Ph.D., CEQ of Aegis Therapeutics, reported at the annual meeting of

the Endocrine Society in San Diego in June.

Rene Klinkby Stoving, M.D., Ph.D., an associate professor of endocrinology at Odense
University in Denmark, and colleagues are conducting a pilot study to see whether an endo-
cannabinoid receptor agonist, dronabinal, can increase weight and subdue motor restless-
ness in subjects with anorexia nervosa. The study is being funded by the U.S. National Insti-

tutes of Health.

However, no panaceas can be expected from such research.

One reason is that after leptin was discovered, there was great hope that administering
it as a drug would be a treatment for obesity. It did lead to weight loss in obese people for a
while, but eventually ceased to do so as they developed resistance to it.

Another reason concerns the endocannabinoid receptor antagonist rimonabant. It was
approved by the European Union’s regulatory agency in 2006 as an obesity treatment.
Although it leads to modest weight loss, it can also cause some troublesome side effects,

notably anxiety and depression.

An obese mouse lacking the leptin gene and
leptin can be seen next to a normal littermate.

ing mean that leptin levels do not contrib-
ute to anorexia, but result from malnutri-
tion? Several variants in the ghrelin gene
have been linked with binge-eating disor-
der. Does this finding mean that the gene
variants promote binge eating? Research-
ers said that it is unlikely that binge eating
would lead to the gene variants.

Regardless of whether these hormones
contribute to obesity and eating disorders
or are affected by them, do they act alone
or in concert? The situation is more com-
plicated than scientists originally thought,
Rene Klinkby Stoving, M.D., Ph.D., told
Psychiatric News. He is an associate profes-
sor of endocrinology at Odense Univer-
sity in Denmark and has studied these hor-
mones and their functions.

Kaye concurred with that observation,
explaining that “there are a number of dif-
ferent neuropeptides, not just leptin, ghre-
lin, and the endocannabinoids, that signal
something about energy metabolism in the
body to the brain. Furthermore, they seem
to interact with each other and even show
some redundancy. That s, there are many
energy signals, and maybe you can affect
one of them, but then others seem to take
up the slack.”

And once leptin, ghrelin, or the endo-
cannabinoids signal the hypothalamus, what
happens then? Is that the point where higher-
order areas of the brain ignore the hormones’
signals and nudge a person into overeating or
undereating? Very possibly. Or perhaps the
nudging comes later. In any event, it is the
brain, not the hormones, that influence the
overeating or under-eating decisions.

For as Schwartz explained, “The system
that leptin, ghrelin, and the endocannabi-
noids are acting on is designed to promote
stability in body mass. But sometimes an
emotional or psychiatric problem can be
so severe as to override the ability of that
homeostatic system to compensate. One
example in my view is anorexia nervosa. It
overwhelms the normal response to weight
loss. If healthy people lost as much weight as
is typical in a patient with anorexia nervosa,
youwould have changes in leptin and ghre-
lin that would potentially activate the drive
to eatand induce other metabolic responses
that favor the recovery of lost weight.”

“Circuits that play a key role in reward
or pleasure in the brain may be where the
pathology in anorexia and bulimia, and in
obesity, ultimately lies,” Kaye speculated. W
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Neonatal Vitamin D Levels
Linked to Schizophrenia Risk

The relationship between vitamin D and schizophreniaiis likely to represent
underlying genetic predispositions requiring gene-by-environment studies

to elucidate.

oth low and high concen-

trations of neonatal vita-

min D were associated with

increased risk of schizo-

phrenia in an individually
matched case-control study of a large
Danish birth cohort.

Neonates with concentrations of 25
hydroxyvitamin D3 in the three low-
est quintiles—as measured in dried neo-
natal blood samples—had a significantly
increased risk of schizophrenia compared
with those in the fourth quintile. Surpris-
ingly, neonates in the fifth or highest quin-
tile also had a significantly increased risk,
according to a report in the September
Archives of General Psychiatry.

Lead author John McGrath, M.D., of
the Department of Psychiatry at the Uni-
versity of Queensland, Australia, and col-
leagues said that the association between
high concentrations of vitamin D and
schizophrenia is surprising, but not with-
out precedent: similar nonlinear U-shaped
relationships (in which high and low con-
centrations are more significantly asso-
ciated with an outcome than concen-
trations in the middle range) have been
found between vitamin D and neonatal
growth outcomes, and in some adult stud-

“The chance to prevent
a serious disorder like
schizophrenia via
simple, safe, and cheap
nutritional supplements
is a scenario that has
not previously seemed
plausible.”

ies between vitamin D and cancer and car-
diovascular disease.

The authors urged caution in the
interpretation of the result, saying the
U-shaped relationship could reflect under-
lying genetic predispositions requiring
gene-by-environment studies to elucidate.

However, severely low concentrations
of vitamin D have been associated with a
range of disorders, including neurologic
and neuropsychiatric disorders, and the
current study strongly underscores the
possibility of its involvement in some cases
of schizophrenia, they suggested.

“Of particular interest to the hypoth-
esis linking vitamin D deficiency and
schizophrenia, the enzyme required for
the production of [vitamin D] has now
been identified in the human brain, and
there is evidence from rodent models dem-
onstrating that transient prenatal vitamin
D deficiency resultsin persistent changes
in adult brain structure, neurochemistry,
and behavior,” the authors wrote.

In the study, 424 individuals with
schizophrenia and 424 controls matched
for sex and date of birth were compared

BY MARK MORAN

for concentrations of neonatal vitamin
D using measurements taken from dried
neonatal blood samples. These dried blood
spots have been systematically collected
from individuals born in Denmark since
May 1, 1981, and stored in the Danish
Newborn Screening Biobank.

(In a study published in May this year
in Paediatric Perinatal Epidemiology titled
“The Utility of Neonatal Dried Blood
Spots for the Assessment of Neonatal Vita-
min D Status,” McGrath and colleagues
showed that dried neonatal blood spot lev-
els of vitamin D are significantly related to
mothers’ levels and to infant cord blood.)

Vitamin D concentrations
grouped within five quintiles: less than

were

19.7 nonmoles per liter (nmol/L), 19.7
to 30.9 nmol/L, 31.0 to 40.4 nmol/L,
40.5 to 50.9 nmol/L, and 51 nmol/L or
greater.

Compared with neonates in the fourth
quintile (between 40.5 and 50.9 nmol/L),
those in each of the lower three quintiles
had a twofold elevated risk of schizophre-
nia. Those in the highest quintile also had
a significantly increased risk, a little less
than twofold.

McGrath told Psychiatric News that
vitamin D levels in the study are treated
as a continuous variable and that while
lower neonatal levels were found asso-
ciated with higher risk for disease, it is
only one of many factors influencing pro-
gression to schizophrenia. “Of course,
schizophrenia is a heterogenous disease,
and no one in the field believes that any
one factor can explain all schizophre-
nia,” he said.

But in the Archives report, McGrath
and colleagues noted that schizophre-
nia is associated with a substantial bur-
den of disability and that in the absence
of major advances in the efficacy of treat-
ments, interventions that offer the pros-
pect of reducing the incidence of the dis-

order should be pursued vigorously. “It is
acknowledged that there is an urgent need
to undertake more research that focuses
on the environmental risk factors and
gene [by] environmental associations with
schizophrenia,” they said.

“Mindful of these issues, we note that
hypovitaminosis D is prevalent in many
societies and is a particular concern in
pregnant and lactating women. From a
public-health perspective, the chance to
preventaserious disorder like schizophre-
nia via simple, safe, and cheap nutritional
supplements is a scenario that has not pre-
viously seemed plausible.

“While there is much more work to be
done, if future studies confirm the asso-
ciation between developmental vitamin
D deficiency and risk of schizophrenia, it
raises the tantalizing prospect of the pri-
mary prevention of this disabling group of
brain disorders in a manner comparable
with folate supplementation and the pre-
vention of spina bifida.”

An abstract of “Neonatal Vitamin
D Status and Risk of Schizopbrenia: A
Population-Based Case-Control Study” is
posted at <bttp://archpsyc.ama-assn.org/
cgi/content/abstract/67/9/889>. A

Data Show Reason for Concern
If Mothers Carry Herpes Virus

A possible link between herpes simplex virus 2 and schizophrenia
becomes clearer as the result of a study using a large national birth
cohort and a central psychiatric register to shed light on the hypothesis.

large case-control study based
A on Danish birth and psychiatric

records has added more evidence to
back the theory that an association exists
between mothers’ infection with herpes
simplex virus 2 (HSV-2) and the risk of
schizophrenia in their children.

The results were unaffected by adjust-
ment for place of birth, parental age, or
immigrantstatus, wrote Preben Mortensen,
M.D., and colleagues in the Septem-

BY AARON LEVIN

the mothers’ exposure to infection, said the
authors. “Maternal [immunoglobin GJ is
transferred across the placenta, and the child
has not produced any specificamount of IgG
at the age when the blood sample was taken.”
About 24 percent of the blood samples
from schizophrenia cases had HSV-2 anti-
bodies above the cutoff levels for seropos-
itivity, compared with 17 percent of the
samples from the matched controls, an
incidence-rate ratio of 1.56.

The study was supported by a grant from
the Stanley Medical Research Institute.

A second study, published in the Sep-
tember Archives of General Psychiatry by
Danish, British, and American researchers
(including Mortensen) and based on Dan-
ish and Swedish birth cohorts, suggested
that as birth weight declined, risk for any
psychiatric diagnosis increased. A similar
pattern held true regarding schizophrenia
for birth weights below 3,000 grams.

In Mortensen and colleagues’ study of
HSV-2 exposure, adjusting for parental
history of mental illness reduced that ratio
somewhat, but the effect was largely due to
the father’s mental illness history, said the
authors. Of the 147 seropositive cases in that
study, 34 fathers were diagnosed with mental
illness, but 23 had diagnoses outside of the
schizophrenia spectrum.

“If the association was due only to

ber Schizophrenia Research.
Mortensen is a professor
and director of the National
Centre for Register-Based
Research at the University
of Aarhus in Denmark.

The study confirms a
similar association pub-
lished in 2008 by Stephen
Buka, M.D., and others,
but there have been several

Exposure
HSV-2 seropositivity

Maternal HSV-2 May Be Risk Factor
For Childhood Schizophrenia
Maternal herpes simplex virus (HSV-2) infection is associated with higher incidence-rate

ratios of schizophrenia in offspring. Data were controlled for age, sex, and date of birth.
(Cut-off = 0.101 optical density units, using the maximum likelihood interference method.)

Controls
(N=602)

103 (17.1%)

Cases
(N=602)

147 (24.4%)

Incidence-rate ratio
(95% confidence interval)

1.56 (1.17-2.07), p=0.002

genetic stratification, it
should be equally con-
founded by maternal mental
illness,” they wrote.
However, there may be
a path other than genetics
through which the moth-
ers contributed to schizo-
phrenia risk, the researchers
suggested. Risk for HSV-2
seropositivity is increased

other reports on this poten-

HSV-2 seronegativity

455 (75.6%) | 499 (82.9%)

1.00 Reference

by early initiation of sexual

tial relationship that have
produced equivocal results.

Source: Preben Mortensen, M.D., et al., Schizophrenia Research, September 2010

activity, having more sexual
partners, low socioeconomic

The prior studies were lim-

ited by small sample sizes, limited statistical
power, and lack of data on some confound-
ers, Mortensen noted.

The new research is based on 602 cases
of schizophrenia among 1.5 million chil-
dren born in Denmark from 1981 to 1994
and an equal number of controls matched
for gender and exact date of birth. None of
the controls had a history of schizophrenia
at the time the evaluation was conducted.

Blood was drawn from newborns within
a week of birth, but the antibodies reflected

Parental age, parents’ immigrant sta-
tus, maternal mental illness history, and
whether the child was born in an urban area
had no effect on the association between
HSV-2 antibodies and schizophrenia.

The researchers did, however, note a
trend toward greater schizophrenia risk
among children born before 36 weeks of
gestation, but absolute numbers were so
small (seven cases and two controls) that
gestational age had no statistically signifi-
cant effect on the association.

status, and a history of other
sexually transmitted diseases.

An abstract of “A Danish National
Birth Cobort Study of Maternal HSV-2
Antibodies as a Risk Factor for Schizophre-
nia in Their Offspring” is posted at <www.
schres-journal.com/article/S0920-
9964(10)01365-4/abstract>. An abstract
of “Birth Weight, Schizophrenia, and
Adult Mental Disorder: Is Risk Confined
to the Smallest Babies” is posted at <bttp://
archpsyc.ama-assn.org/cgi/content/
abstract/67/9/923>. A
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Teens’ Ethnicity Could Hone
Substance-Use Interventions

Clinicians and policymakers could help reduce substance abuse among
adolescents by focusing on the differing factors that are more likely to con-
tribute to such behavior among youth from various ethnic backgrounds.

ewly identified links

between adolescent sub-

stance use and factors in

their ethnic backgrounds

may provide valuable
tools that if incorporated into prevention
programs could help youngsters avoid sub-
stance abuse problems.

Previous research has identified signifi-
cant racial and ethnic differences in adoles-
cents’ use of cigarettes, alcohol, and mari-
juana. A new study examined whether
specific outside factors were more likely to
influence substance use problems for youth
from certain ethnic backgrounds.

Asit turns out, not only are adolescents
from some ethnic groups more likely to
use certain substances, but that use may
be mitigated by environmental influences
from family members, schools, and the
teens’ individual outlooks, according to
a study funded by the Rand Corporation
and published in the September Fournal of
Studies on Alcohol and Drugs.

Regina Shih, Ph.D., an associate
behavioral and social scientist at Rand,
and her colleagues surveyed an ethni-
cally diverse group of about 5,500 seventh
and eighth graders in 16 Southern Cali-
fornia middle schools about their alcohol,
tobacco, and marijuana use and evalu-
ated the extent to which individual, fam-
ily, and school factors affected the various
racial and ethnic differences in use of the
substances. Researchers obtained paren-
tal consent for the students who were
included in the survey. Spanish-speaking

BY RICH DALY

staff were available at each survey admin-
istration, and survey booklets were avail-
able in Spanish and Korean.

Overall, the survey respondents had
rates of lifetime and past-month substance
use that were comparable to those found
by previous national surveys. For example,
29.2 percent of eighth graders surveyed
reported alcohol use at some point in their
lives, compared with the 28.8 percent life-
time alcohol use found among eighth grad-
ers nationally by the 2007 National Survey
on Drug Use and Health administered by
the Substance Abuse and Mental Health
Services Administration.

The study found that after adjusting for
gender, grade, and family structure, how-
ever, Hispanics reported higher and Asians
reported lower lifetime and past-month
use of the three substances about which
the researchers asked, compared with non-
Hispanic Caucasians. Rates of substance
use did not differ between non-Hispanic
African Americans and Caucasians.

Specific factors were associated with
lower likelihood of substance use among
different ethnic groups of adolescents,
including Hispanic youth’s lower reported
ability to resist peer pressure and less fear
that substance use is accompanied by
unwanted consequences. In contrast, sub-
stance use by Hispanic youth was much
less affected by family or school factors
than was the case among other ethnic
groups surveyed.

A differentarray of factors affected sub-
stance use by Asian children. They were

much less likely to use alco-
hol if they had certain per-
spectives that the research-
ersasked about. For example,
if they confirmed that they
had strong respect for their
parents and if they did not
witness heavy alcoholuse by 40
parents or any alcohol use
by older siblings, then the

Ethnic Factors iImpact
Alcohol Use in Youth

Differing factors appear to carry more weight in preventing substance
use among adolescents from certain ethnic groups. For instance, Asian
children are less likely to use alcohol because they are more apt to
expect bad outcomes from it, while higher use in Hispanic youth may
be linked to the larger influence that peer pressure has on them.

= Expect bad drinking consequences
m Resistance to peer pressure to drink

respondents were less likely
to use alcohol.

Asian survey respon-
dents’ perceptions that their
peers and others at their
school drank alcohol cor-
related with a higher likeli-
hood that they would drink.

The ethnic-group-spe-
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cific findings could help
improve the efficacy of sub-
stance abuse prevention
programs, the authors sug-

Caucasian

African Asian

Hispanic
American

Source: Regina Shih, Ph.D., et al., Journal of Studlies on Alcohol and Drugs, September 2010

gested. For instance, “inter-

ventions that aim to provide a more realis-
tic estimation of perceived peer use may be
particularly salient to reduce substance use
in younger Asian adolescents,” Shih and
her colleagues said in their report.

Sandra Walker, M.D., chair of APA’s
Council on Minority Mental Health and
Health Disparities, agreed that the find-
ings could help to better inform clinicians
about ways to approach young patients
from differing ethnic backgrounds.

“From the perspective of clinical use-
fulness, I think that it is worthy to try to
identify motivational factors that may deter
substance abuse in youth prior to their
establishing patterns of substance use,”
Walker told Psychiatric News. “This study
does seem to suggest that different educa-
tional approaches might be emphasized,
depending on the group one targets.”

Ray Hsiao, M.D., codirector of the
Adolescent Substance Abuse Program at
Seattle Children’s Hospital, noted that
the new study is consistent with previous
ethnic-specific findings in adults and is

a good addition to the limited literature
on adolescents.

“It may be helpful for the general clini-
cian who works with various ethnic pop-
ulations to understand the difference in
prevalence and need for screening,” Hsiao
told Psychiatric News.

The new research is “important,” said
Elinore McCance-Katz, M.D., Ph.D.,
because it includes a large sample size
and focuses on the initial substances that
young people begin using. She is a profes-
sor of psychiatry at the University of Cal-
ifornia, San Francisco, and state medical
director of the California Department of
Alcohol and Drug Programs.

“WhatI took from this article was that
there are specific, modifiable factors—
for example, resistance, self-efficacy, and
positive and negative expectancies—that
appear to be related to substance use,”
McCance-Katz told Psychiatric News.

The findings can help clinicians and the
developers of prevention interventions to

please see Ethnicity on page 28

FDA Reviews Use of Controversial
Clinical Trials Design

report released by the Govern-
A ment Accountability Office (GAO)

in August regarding the Food and
Drug Administration’s (FDA) oversight
of new drug applications concluded that
the “FDA has limited the indications” for
which a certain type of clinical trial known
as “an inferiority trial” can be used.

The GAO reportwas issued in response
to a request from Congress, which makes
policy and funding decisions based on
information provided in these reports.

Noninferiority trials are intended to
determine that the effect of a new drug is
not worse than that of an approved (ref-
erence) treatment. Most clinical trials, in
contrast, are set up to demonstrate that
one intervention (that is, drug treatment)
is superior to another.

The noninferiority design is based on the
difference, if any, between the effectiveness
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BY TAMMIE LEE DEMLER

ofanew drug and an approved active control.
Such trials may be useful particularly when a
placebo group cannot be included (for exam-
ple, for ethical reasons) or when there appears
to be some other advantage in contrast to the
standard approved treatment (for example,
fewer side effects, lower cost), but the results
of noninferiority trials are not seen as cred-
ible as those measuring superiority.
Noninferiority trials are subject to incon-
sistent design and interpretation and provide
only estimates of the effectiveness of the new
drugs. Minor differences, falling within a
predetermined acceptable margin, allow the
new drug to be considered at least as effec-
tive as the control. Generations of nonin-
feriority trials may result in an unintended
outcome of “biocreep,” whereby successively
approved new drugs become no more effec-
tive than placebo based on comparisons of
sequentially less-effective controls.

The clinically acceptable noninfe-
riority margin used for the majority of
approved new drug applications (NDAs)
reviewed for the reportranged from 5 per-
cent to 20 percent, with 10 percent being
the most commonly used.

The GAO examined only new molec-
ular entities, excluding over-the-counter
medications and agents used for diagno-
sis and those aiding absorption of other
drugs. Of the 175 NDAs submitted
between 2002 and 2009, 43 (25 percent)
included evidence collected by noninferi-
ority trials. The GAO noted that “many
of these applications were for antimicro-
bial drugs, such as those treating bacteria,
viral, and fungal infections.”

Of the 43 noninferiority-supported
NDAs submitted, only 18 were approved,
and 11 of the remaining NDAs were
approved using other information to sup-
portapproval. There was only one psychi-
atric medication for which an NDA was
submitted on the basis of primary evi-
dence from noninferiority trials. The FDA
advised the potential sponsor that it “did
not consider it appropriate to use noninfe-
riority trials to support the approval of the

drug for the indication being sought—the
treatment of schizophrenia.”

The FDA released a draft guidance in
March thatincluded recommendations on
how to select an active control in noninfe-
riority trials, how to evaluate the results,
and how to set the noninferiority margin
(the absolute maximum threshold of clin-
ical allowable difference in effectiveness
from control versus that of the NDA).

The GAO examined the FDA review of
the characteristics of the trials and reaf-
firmed that the FDA had minimized the
potential for biocreep and that the new
drugs were more effective than a placebo.

The GAO reported that the experts
who reviewed the FDA guidance statement
expressed that there should be more empha-
sis on the use of noninferiority trials as a
means of last resort when seeking approval
for new drugs. Advocates of the noninferi-
ority study design promote the benefit of
bringing new drugs to market without the
ethical issues of placebo comparisons.

Highlights of the report, “FDA’s Con-
sideration of Evidence From Certain
Clinical Trials,” are posted at <www.gao.
gov/bighlights/d10798bigh.pdf>. B



Treat your patients with

the demonstrated efficacy
of LEXAPRO™

In adults with MDD and Generalized
Anxiety Disorder (GAD)"

In adolescents aged 12 to 17 with
Major Depressive Disorder (MDD)'

Lexapro
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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.



See the effect of LEXAPRO

Proven efficacy in MDD In
adolescents aged 12to 17,*

and in MDD and GAD in adults'”

There is no generic
available for LEXAPRO

e Significantly improved MDD
symptoms in adolescents?

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.

*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.

IMPORTANT SAFETY INFORMATION (continued)

Contraindications Warnings and Precautions

e Lexaproiscontraindicated in patients takingmonoamine e All patients treated with antidepressants should be

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 MAOI. MAOQIs should not be initiated
within 14 days of discontinuing Lexapro.

Lexapro is contraindicated in patients taking pimozide
or with hypersensitivity to escitalopram or citalopram.

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.



e Significantly higher rates of response and remission
vs placebo in MDD and GAD in adults*?®

e A major depressive episode may be the initial 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.

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.

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.

Please see Boxed Warning on first page and additional
Important Safety Information on next page.

-
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escitalopram “oxalate .

Visit the LEXAPRO website at www.lexapro.com



LEXAPRO: Proven efficacy in MDD in adolescents
aged 12 to 17, and in MDD and GAD in adults™®

Adverse Reactions

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

Warnings and Precautions (continued)

e 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 Lexapro 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.

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

Forest Pharmaceuticals, Inc.

© 2010 Forest Laboratories, Inc.

« Ethicare » Managed Care Spsclalty Sales

Printed in U.S.A.  41-1016226hR2  3/10

were reported at an incidence of at least 2% for Lexapro
and greater than placebo: back pain, urinary tract
infection, vomiting, and nasal congestion.

Inclinicaltrials of GAD, the most coommon 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. LEXAPRO [package insert]. St. Louis, Mo: Forest Pharmaceuticals, Inc.; 2009.
2. 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. 3. Burke WJ, Gergel |, Bose A. Fixed-dose trial of the single isomer SSRI escitalopram
in depressed outpatients. J Clin Psychiatry. 2002;63:331-336. 4. 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. 5. Wade A, Lemming OM, Hedegaard KB.
Escitalopram 10 mg/day is effective and well tolerated in a placebo-controlled study in depression
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LEXAPRO® (escitalopram oxalate) TABLETS/ORAL SOLUTION
Brief Summary: For details, please see full Prescribing Information for Lexapro.

WARNINGS: SUICIDALITY AND ANTIDEPRESSANT DRUGS

the risk p to placebo of suicidal thinking and behavior (suicidality) in
nhllﬂren adolescents, and young adults in short-term studies of major depressive disorder (MDD) and
other psy ic Anyone ing the use of Lexapro or any other antidepressant in a
child, aﬂulescem, 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 r ion in risk with anti to placebo in adulls aged 65 and
older. Depression and certain other psychiatric disorders are d 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. 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 for
Patients, and Used in Specific Populations: Pediatric Usel.
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 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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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

18-24 5 additional cases
Decreases Compared to Placebo
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 substantial 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 depression. It should be noted that Lexapro is not approved for use in treating bipolar depression.
Serotonin Syndrome or Neuroleptic Malignant (NMS)-like Reactions-The development of
a potentially life-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.g., 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 MAOIs 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-

in primary care. Int Clin Psychopharmacol. 2002;17:95-102.
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tonin 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 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
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 consid-
ered. 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 association 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. Acti of M: ia-In placebo-controlled trials of Lexapro in
major depressive disorder, activation of mama/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 SNRIs. 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 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, how-
ever, it should be used with caution in such panents [see Dosage and Administration). Potential for
Interaction with ine Oxidase Inhi In patients receiving serotonin reuptake inhibitor drugs in
combination with a monoamine oxidase inhibitor (MAQI), 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 MAQIs 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 following baseline
evaluation. Adverse Events iated with Di of Tr 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

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.

TABLE 4
Incidence of Common Adverse Reactions in Patients with Major
Depressive Disorder
Adverse 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

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 twlce that

of placebo, were nausea (2%) and ejaculation disorder (2% of male patients).

y
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 Di 3
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

experience and performance cited in product labeling are likely to und their actual incid
TABLE 5
of Sexual Side Effects in Placebo-Controlled Clinical Trials
Adverse Event Lexapro | Placebo
In Males Only
(N=407) (N=383)
Ejaculation Disorder
Anxiet (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%

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 approxi ly twice the incid 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 2
Tr Emergent Adverse Observed with a Frequency of = 2%
and Greater Than Placebo for Major Depressive Disorder
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%
pi y System Disorders
Rhinitis 5% 4%
Sinusitis 3% 2%
Urogenital
Ejaculation Disorder " 9% <1%
Impotence? 3% <1%
Anorgasmia: 2% <1%

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.

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.
These analyses 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.
Musculoskeletal 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
Reported to the M of 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, ventnculararrhythmm ventncular tachy-

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 C,, 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 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
administration of citalopram, ing that inistration, 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 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 Gy, and 82% increase in AUC of the beta-
adrenergic blocker metoprolol (given in a single dose of 100 mg). Fncreased 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 SNRiIs, 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-
tlveness' of Lexapro has been established in adolescents (12 to 17 years of age) for the treatment of major

cardia. Ear and Labyrinth Disorders: vertigo Endocrine Disorders: diabetes mellitus, hyperpre

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
psychosis, aggression, agitation, anger, anxiety, apathy, completed suicide, confusion, depersonalization,
depression 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.
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 SSRls 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
antibiotic which is a reversible non-selective MAOI), lithium, tramadol, or St. John’s Wort [see Warnings and
Precautions]. The concomitant use of Lexapro with other SSRIs, SNRIs or tryptophan is not recommended.
Triptans-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
Pr . 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 Inhibitors (MAOIsi

and Warnings and Precautions]. Drugs That Interfere With Hemostasis (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
citalopram AUC and G,y 0f 43% and 39%, respectively. The clinical significance of these findings is

rglects 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 Cy,, of pimozide.

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
Tr Adverse ions Observed with a Frequency of = 2%
and Greater Than Placebo for Generalized 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% [s6e C
General

Fatigue 8% 2%

Influenza-like Symptoms 5% 4%

System Disorder

Neck/Shoulder Pain 3% 1%
Psychiatric Disorders

Somnolence 13% 7%

Insomnia 12% 6%

Libido Decreased 7% 2% unknown. Digoxin-In s

Dreaming Abnormal 3% 2%

Appetite Decreased 3% 1%

Lethargy 3% 1%

pi y System Disorders

Yawning 2% 1%
Urogenital

Ejaculation Disorder!-2 14% 2%

Anorgasmia: 6% <1%

Menstrual Disorder 2% 1%

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

disorder [see Clinical Studies). Although maintenance efficacy in adolescent patients with Major
Depressive Disorder has not been systematically evaluated, maintenance 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 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 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. Management 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.

Forest Pharmaceuticals, Inc.
Subsidiary of Forest Laboratories, Inc.
St. Louis, MO 63045 USA
Licensed from H. Lundbeck A/S

© 2009 Forest Laboratories, Inc. Rev. 05/09
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Regulatory Briefs

¢ AlkermesInc. announced in September
that the U.S. Food and Drug Administra-
tion (FDA) Psychopharmacologic Drugs
Advisory Committee voted 12-1 that Vivi-
trol (naltrexone for extended-release
injectable suspension) should be approved
for the treatment of opioid dependence.
Though not binding, the advisory com-
mittee’s recommendation will be con-
sidered in the FDA review of the supple-
mental new drug application submitted by
Alkermes.

“The advisory committee meeting
outcome underscores the strength of the
clinical data for Vivitrol and the need
for new treatment options,” said Richard
Pops, chief executive officer of Alker-
mes, in a statement. “We believe that,
if approved, Vivitrol would offer a new
path to recovery as the first nonaddictive,
once-monthly medication for patients
with opioid dependence.”

¢ In September, the FDA issued a safety
labeling change for Risperdal (risperi-
done) tablets, Risperdal oral solution,
and Risperdal M-Tuab oral disintegrating
tablets. The labeling change is an added
warning that priapism has been reported
during postmarket surveillance of the
medications. Adverse reactions, based on
postmarketing experience, now include
priapism, hypothermia, sleep apnea syn-
drome, urinary retention, diabetes melli-
tus, and hypoglycemia.

The FDA also issued a labeling change
for Risperdal Consta (risperidone) long-
acting injection to indicate that adverse
reactions observed during premarket eval-
uation of the drug include abdominal pain,
upper respiratory tract infection, pres-
ence of glucose in urine, initial insomnia,
delayed ejaculation, and pruritus. Adverse
reactions observed in postmarketing expe-
rience include urinary retention, diabetes
mellitus, and hypoglycemia.

Detuails of the labeling changes are post-
ed at <wwuw.fda.gov/Safety/MedWatch/
SafetyInformation/ucm225299.btm>.
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* In September the FDA accepted for
review a new drug application for the Ari-
cept Patch (donepezil transdermal sys-
tem) for treatment of Alzheimer’s disease.
The application was submitted to the FDA
by Eisai Inc. on June 30.

Industry Briefs

® The FDA announced in September
that Forest Pharmaceuticals Inc. entered
into a plea agreement in which the com-
pany accepted responsibility for criminal
actions including distribution of an unap-
proved new drug, distribution of a mis-
branded drug, and obstruction of an FDA
inspection. Forest has agreed to pay more
than $300 million, including $164 million
in criminal penalties. The plea agreement
is the culmination of a multiyear investi-
gation conducted by the FDA’s Office of
Criminal Investigations in cooperation
with its law-enforcement partners and the
U.S. Attorney’s Office for the District of
Massachusetts, according to the FDA.

Charges against Forest are primar-
ily for its marketing and distribution of
Levothroid (levothyroxine sodium tab-
lets) for treatment of hypothyroidism in
the 1990s. At the time, the drug was con-
sidered a “new drug” within the meaning
of the Federal Food Drug and Cosmetic
Act, and manufacturers were required to
obtain approved applications from the
FDA by August 2000. Forest Pharmaceu-
ticals did not obtain drug approval and
ignored a subsequent warning letter to
stop manufacture and distribution of the
drug, according to the FDA.

But the company also is charged with
distribution of a misbranded drug because
of the company’s off-label promotion of
Celexa (citalopram) for pediatric use when
it was approved only for use in adults. Cel-
exais a selective serotonin reuptake inhibi-
tor for the treatment of adult depression.

Research Briefs
* Vanda
announced in September that it has ini-
tiated a phase 3 clinical trial to evalu-

Pharmaceuticals Inc.

Ethnicity

continued from page 22

understand what mediates substance use
and help identify more effective interven-
tions “with a focus on specific factors that
might contribute to individual risk of sub-
stance use,” she noted.

However, the usefulness of the research,
Walker noted, may be limited by the dis-
parate size of the ethnic groups itincluded,
which varied from more than 3,000 His-
panic youth to only about 200 African-
American youth.

The authors of the study acknowledged
that the racial makeup of their respondents
was limited by the specific demographics
of Southern California and “is not neces-
sarily generalizable to the larger popula-
tion of middle-school adolescents in the
United States.”

Despite those limitations, Shih and her
colleagues maintained that their study is
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“an important first step” in estimating eth-
nic differences in substance use among
adolescents and identifying what individ-
ual, family, and school factors contribute
to ethnic differences in alcohol and drug
use among that age group. Such informa-
tion may add to the few existing alcohol
and drug prevention and intervention pro-
grams that appeal to the strengths of the
young students’ specific ethnic cultures.
“These findings may inform public-
health intervention efforts that aim to
reduce consumption during the period of
greatest risk for substance-use initiation
and escalation,” Shih and colleagues noted,
referring to the middle-school age group.
“Racial/Ethnic Differences in Ado-
lescent Substance Use: Mediation by
Individual, Family, and School Fac-
tors” is posted at <www.jsad.com/jsad/
article/RacialEthnic_Differences_in_
Adolescent Substance Use Mediation
by_Individ/4485.btml>. B
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ate tasimelteon in patients with non-24-
hour sleep-wake disorder, a condition
experienced primarily by totally blind
individuals that results in abnormal
nightsleep patterns and chronic daytime
sleepiness. Tasimelteon binds to high-
affinity melatonin receptors located in
the brain that are believed to regulate
circadian rhythms, or sleep/wake cycles.

The study is designed to investigate the
efficacy and safety of 20 mg of tasimelteon
versus placebo in totally blind individuals
with the disorder, with a target enrollment
of 160 individuals. It includes a six-month
treatment period and an optional open-
label extension. The primary endpoint
of the study is improvement in total sleep
time during the night.

® Forest Laboratories Inc. and Gedeon
Richter announced in September the pre-
liminary results from an eight-week phase
2 clinical trial of the antipsychotic agent
cariprazine for the treatment of bipolar
depression.

A total of 233 patients were random-
ized to enter one of two active (low dose
or high dose) treatment arms or receive a
placebo. The primary endpoint was the
Montgomery-Asberg Depression Rating
Scale (MADRS) score. Although the over-
all difference observed between the drug-
treated and placebo-treated groups was
notstatistically significant, over the course
of the trial there was evidence of a clini-
cally relevant treatment effectin the high-
dose arm of the study compared with pla-
cebo. Approximately 9 percent of patients
discontinued the study early due to adverse
events in the high-dose study arm com-

pared with 3 percent in the placebo arm.
The companies are considering conduct-
ing an additional phase 2 dose-response
trial examining a wider range of doses.

* The top 10 of the world’s 50 largest
pharmaceutical companies have lower
estimated clinical-trial approval success
rates than do smaller firms in that group,
according to a study by the Tufts Cen-
ter for the Study of Drug Development
(CSDD). But the largest firms also tended
to terminate trials earlier in clinical test-
ing, the study found. Failing early lets drug
developers redirect resources into other
projects and avoid more costly later-stage
failures.

“While the very largest firms had lower
approval success rates, they did make the
decision to terminate earlier in the devel-
opment process, which can help improve
productivity of their new product pipe-
lines,” said Tufts CSDD Director of Eco-
nomic Analysis Joseph DiMasi, who con-
ducted the study. “The ultimate objective
is to have higher success rates for drugs
that are taken into clinical testing and
earlier terminations of those that likely
won’t survive late clinical testing or regu-
latory review or be successful in the mar-
ketplace.”

The study was based on 1,734 com-
pounds that entered clinical testing from
1993 to 2004 for the top 50 companies that
had 2006 revenues of more than $1 billion.

The study was reported in the Septem-
ber/October Tufts CSDD Impact Re-
port and is available by subscription at
<bitp://csdd.tufts.edu/reports/description/
impact_reports>. B

Senator

continued from page 1

ful of Republicans voting to break a GOP
filibuster against the legislation.

“All patients need leaders like Sen.
Snowe,” said immediate past APA Presi-
dent Alan Schatzberg, M.D. “She has rec-
ognized that physical and mental health
cannot be treated separately and has taken
bold steps to ensure they are dealt with in
the same way legislatively.”

The APA Council on Advocacy and
Government Relations recommends the
recipient of the Javits award every two
years; that selection must be approved by
the Board of Trustees.

Snowe also was one of only two Repub-
licans to support passage this past summer
of a six-month, $24 billion extension in
federal Medicaid assistance to states (PL
111-226). The Medicaid legislation was
strongly supported by APA and other men-
tal health organizations, because without
the new federal funds, states were expected
to impose massive cuts on their Medicaid
programs. Medicaid programs are the
largest payers of mental health treatment
in the nation, so funding cuts could have
had a devastating impact on those who
depend on the program for their mental
health care.

Snowe “has set a sterling example of
how determination and bipartisanship
can address some of the nation’s biggest

problems and improve the quality of life
for Mainers,” said Julie Pease, M.D., pres-
ident of the Maine Association of Psychi-
atric Physicians.

Snowe noted that the award was espe-
cially meaningful to her because its name-
sake, the late Sen. Jacob Javits (R-N.Y.),
serves as a continuing inspiration to her
efforts to find bipartisan support for fed-
eral commitments to expand funding for
and access to health care.

Other recent efforts by Snowe to sup-
port treatment for psychiatric illness
include her support for a measure (S 3028)
by Sen. John Kerry (D-Mass.) that would
eliminate the Medicare 190-day lifetime
limit for beneficiaries receiving care in a
psychiatric hospital. No such lifetime limit
exists for other Medicare specialty inpa-
tient hospital services.

In a wide-ranging discussion with
Scully after receiving the award, Snowe
addressed another issue on which APA
has been calling for a policy change: con-
gressional enactment of an overhaul of
the Medicare physician payment for-
mula. That formula has led the govern-
ment to impose a 23 percent pay cut on
participating physicians to go into effect
in December, following several post-
ponements earlier this year.

Previous recipients of the Javits award
include former Sen. Gordon Smith
(R-Ore.) and the late Sen. Paul Wellstone
(D-Minn.). &
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Queens Gounty DB
Boasts 100%
Trainee Membership

A 11 of the psychiatry residency programs in

the area covered by the Queens County
Psychiatric Society have become mem-
bers of APA’s 100% Club. That means thatall of
the psychiatry residents in these programs are
members of APA.
Each program in the 100% Club receives
a framed group picture of its residents and
faculty and a major psychiatry textbook, and
each resident receives an online subscription
to APA’s Focus: The fournal of Lifelong Learning.
Both the textbook and journal are published by
American Psychiatric Publishing Inc.
“Residents from Jamaica Hospital Medi-
cal Center, Long Island Jewish Medical Cen-
ter, Mount Sinai Services-Elmhurst Hospital
Center, and Creedmoor Psychiatric Cen-
ter are essential members of our organiza-
tion,” said Adam Chester, D.O., president of

the Queens County Psychiatric Society. “We
have successfully recruited all our residents
into APA by emphasizing the importance of
membership and by following through with
local programs of interest to members at
all levels of their careers. Our activities are
designed to promote learning, provide net-
working opportunities, and foster good psy-
chiatric practices.”

Among those activities is a “Meet and Greet”
each fall, at which trainees get to know each
other and the society’s leadership. The educa-
tional component of this event is designed specif-
ically for trainees, based on topics of their choos-
ing. There is also an annual “Best Paper” contest,
held each spring, which showcases the cutting-
edge research conducted by the society’s resi-
dent members.

“Our residents actively participate in all our
educational activities,” Chester continued. “We
offer programs from therapy and pharmacol-
ogy to technology, ethics, and other aspects of a
modern psychiatric practice. By providing a wide
range of programs, our trainees see the benefits
of membership from the start of their careers,
and retention of members remains high. We are
proud of our members in training and strive to
provide them with a positive and meaningful
educational experience.”

Psychiatry residents and directors of residen-
cy programs seeking more information about
APAs 100% Club should visit <wwuw.psych.
org/100percentclub>. M

oA
Creedmoor Psychiatric Center; program director: Mark Sorensen, M.D.

Jegal [T

Fundin

continued from page 11

hold this summer because no new fund-
ing was allocated to implement it (Psychi-
atric News, September 17).

However, the New York program has
begun to show signs of strain after more
than 10 years.

For instance, some of New York’s AOT
services have had trouble recruiting psy-
chiatrists in recent years, Hoge said,

because funding hasn’t allowed salaries to
keep up with inflation. Additionally, many
private and some public hospitals do not
participate in the AOT program because
it can take up to 60 days to obtain the nec-
essary court order for continuing treat-
ment, and the facilities don’t want to bear
the uncompensated costs of holding and
treating the patient for that time or the
legal costs to obtain an AOT order.
Another ongoing challenge for AOT

programs is that they are not the univer-

sal solution some politicians may believe
them to be, because their effectiveness
is predicated on at least some amount of
“patient buy in.”

“In part, it requires someone to accept
the fact that they are going to be ordered
to treatment that they would prefer not to
take, but if someone is going to tell them
they have to take it, then they’ll comply,”
Hoge said. “It certainly seems to apply to
a fair number of patients whose treatment
courses have been problematic.”

The practical limits of the AOT pro-
gram were evident when officials tried to
institute an AOT program for inmates
leaving Rikers Island prison. That inmate
population frequently dropped out of the
program, and many were unable to be
located again.

“Robbing Peter to Pay Paul: Did New
York State’s Outpatient Commitment
Program Crowd Out Voluntary Service
Recipients?” is posted at <bttp://psych
services.psychiatryonline.org>. B
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Sexual Orientation

continued from page 2

to discover or reveal closeted gay, les-
bian, and bisexual service members or
applicants, but barring those who are
openly gay, lesbian, or bisexual from
military service.

The Obama has
opposed the policy while saying it is the
responsibility of Congress to repeal it,
and in February, Gates—along with Adm.
Mike Mullen, chair of the Joint Chiefs of
Staff—told the Senate Armed Services
Committee that Congress should repeal
DADT. It was at that time that Gates and
Mullen proposed the study group to exam-
ine issues associated with repealing the
policy (Psychiatric News, March 5).

administration

APA, AMA Seek Repeal

APA has explicitly called for repeal of the
policy, and at last year’s Interim Meeting of
the AMA’s House of Delegates, the AMA
voted with little debate to advocate for repeal
(Psychiatric News, December 18, 2009).

“The hiding and lying that gay ser-
vice members are required to do under
the policy is damaging to people’s men-
tal health,” said psychiatrist Mary Barber,

Talbott Appointed

J ohn Talbott, M.D., has been named
editor in chief of the Fournal of Ner-
vous and Mental Disease, the second oldest
psychiatric journal in the United States.
He succeeds Eugene Brody, M.D., who
became the journal’s ninth editor in 1968.
Talbott, a former APA president and
long-time editor of the APA journal Psy-
chiatric Services, is a clinical professor of
psychiatry at the University of Maryland
School of Medicine in Baltimore. W

M.D., an APA member and past president
of the Association of Gay and Lesbian Psy-
chiatrists, in an interview with Psychiatric
News following the court’s decision.

Barber said the matter of a person’s sex-
ual orientation is bound to come up in all
sorts of routine ways, such as the choice of
whether to list a partner as an emergency
contact, which can place service members
in potentially compromising positions. And
she said it invariably is a subject that arises
in clinical situations, so that the policy has
disrupted the doctor-patient relationship.

(Barber noted that in March, follow-
ing the meeting with the Senate Armed
Services Committee, Gates ordered revi-
sions to the DADT policy exempting some
categories of confidential information—
including information provided to psycho-
therapists—from being used to discharge
service personnel.)

Conservative groups responded with
equal fervor to the court’s decision. Tony
Perkins, president of the Family Research
Council, said in a statement, “It is hard
to believe thata district court-level judge
in California knows more about what
impacts military readiness than the ser-
vice chiefs who are all on the record say-
ing the law on homosexuality in the mili-
tary should not be changed. Once again,
homosexual activists have found a judi-
cial activist who will aid in the advance-
ment of their agenda. This is a decision for
Congress that should be based upon the
input of the men and women who serve
and those who lead them.”

In fact, Mullen was explicit in his tes-
timony before the Senate Armed Ser-
vices Committee in April that he opposed
DADT. “[S]peaking for myself and myself
only, it is my personal belief that allowing
gays and lesbians to serve openly would be
the right thing to do,” he said. “No mat-
ter how I look at this issue, I cannot escape
being troubled by the fact that we have in

Jeffrey Geller, M.D., and Dilip Jeste, M.D., will
compete for the office of president-elect.

Election

continued from page 1

been separated from the formerly com-
bined position of secretary-treasurer. The
incumbent, Roger Peele, M.D., of Rock-
ville, Md., and former Area 4 Trustee Sid-
ney Weissman, M.D., of Chicago will face
off in that contest.

Two of APA’s seven Areas will vote for
trustees in the next election. In elections
for Area trustee, the Area Council rather
than the APA Nominating Committee
chooses the candidates.

In Area 2, which includes all of the dis-
trict branches in New York state, James
Nininger, M.D., is running for a second
three-year term against Jack Drescher,
M.D. Both are from New York City.
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In Area 5, which encompasses all of
the Southern states as well as the military
and Puerto Rico district branches, James
Greene, M.D., of Memphis, Tenn., will
compete against Gary Weinstein, M.D.,
of Louisville, Ky.

Also to be elected is the member-in-
training trustee-elect (MITTE). The can-
didates vying for this post are Kurt Cous-
ins, M.D., a second-year resident at the
University of Maryland/Sheppard-Pratt;
David Driver, M.D., a third-year resi-
dent at Georgetown University; and Alik
Widge, M.D., a second-year resident at the
University of Washington. The MITTE
serves in that position without a vote for
one year, after which he or she becomes
the voting member-in-training trustee for
a one-year term.

Beginning with the upcoming elec-
tion, all members for whom APA has a
valid e-mail address on file will receive
an electronic ballot. Other members will
receive a paper ballot along with instruc-
tions on how to vote online if they so
choose.

Ballots will be mailed on December 22
along with candidate information and vot-
ing instructions.

The deadline for receipt of all ballots is
5 p.m. Eastern time on February 7, 2011.

More information on the election pro-
cess is posted at <www.psych.org/resources/
governance/elections.aspx>.

place a policy which forces young men and
women to lie about who they are in order
to defend their fellow citizens.”

Discharges Drop Since Fighting Begins

How the court’s decision will affect the
DADT policy is uncertain and depends
on a number of fluid variables, including
whether the government will choose to
appeal the decision. At press time, a press
officer for the Justice Department told
Psychiatric News that a decision to appeal
was still under consideration.

John Davidson, legal director for
Lambda Legal—a gay legal-rights orga-
nization that welcomed the court’s deci-
sion—said there is some legal question
about the extent to which a district court
ruling can be applied outside the court’s
specific jurisdiction.

In response to that question, Dan
Woods, the attorney representing the
Log Cabin Republicans in the case, said
simply, “We think it can.” He added,
“Our view is that the decision should pre-
vent the government from enforcing or
applying the policy in the future wher-
ever it is in force.”

He said the Log Cabin Republicans
chose to file suit in Los Angeles because
there are affected service members and
military bases in the area. “We are happy
to strike this blow for equality so that all
Americans who have been fighting to pro-
tect our rights will have their own consti-
tutional rights observed.”

In their suit, the Log Cabin Republi-
cans put forward several case histories of
service members who performed at a very
high level in combat and who were widely
praised by superiors and subordinates
alike, but who either left the service vol-
untarily or were forced to do so because
their sexual orientation became known.

Interestingly, the group also presented
evidence that the number of service mem-
bers discharged under DADT had fallen
substantially in the period since fighting
began in Afghanistan and Iraq, compared

with previous years since establishment
of the policy. From 1994 to 2001, 7,856
service members were discharged under
the policy, while from 2002, when fight-
ing began, to 2009, 5,167 were discharged,
according to the plaintiffs. From 2001 to
2002 alone, the figure dropped from 1,227
to 885.

In her ruling, Phillips said the evidence
contradicted the prevailing belief that

“The Don’t Ask, Don’t
Tell Act infringes the
fundamental rights
of United States ser-
vice members in many
ways.”

homosexuals in the military compromise
military readiness.

“Defendants’ discharge of homosexual
service members pursuant to the Act not
only has declined precipitously since the
United States began combat in Afghan-
istan in 2001, but Defendants also delay
individual enforcement of the Act while
a service member is deployed in a com-
bat zone,” she wrote. “If the presence of
a homosexual soldier in the Armed Forces
were a threat to military readiness or unit
cohesion, it surely follows that in times of
war it would be more urgent, not less, to
discharge him or her, and to do so with dis-
patch. The abruptand marked decline—50
percent from 2001 to 2002 and steadily
thereafter—in Defendants’ enforcement
of the Act following the onset of combat
in Afghanistan and Iraq, and Defendants’
practice of delaying investigation and dis-
charge until after combat deployment,
demonstrate that the Act is not necessary
to further the Government’s interest in
military readiness.”

Phillips’s ruling in the case, Log
Cabin Republicans v. United States of
America and Robert M. Gates, Secre-
tary of Defense, is posted at <www.cacd.
uscourts.gov>. W

2011 World Congress
To Be Held in
Buenos Aires

he World Congress of Psychiatry,

organized by the World Psychiatric
Association every three years, is the main
international scientific event in the field
of psychiatry. The next World Congress,
whose theme is “Our Heritage and Our
Future,” aims to provide a comprehen-
sive overview of those achievements that
have stood the test of time and of the most
promising current trends in psychiatric

Suspension

D avid Ray Mitchell, M.D., has been sus-
pended for one year from APA and the
Oklahoma Psychiatric Physicians Associa-
tion. Mitchell was found to have violated
Section 1 of the Principles of Medical Eth-
ics With Annotations Especially Applicable to
Psychiatry by the ethics committees of the
district branch and APA. He was found to
have committed a boundary violation with
a patient. H

research and practice, with the contribu-
tion of the most prominent experts of the
various topics.

The next World Congress—the 15th—
will be held from September 18 to 22, 2011,
at the Sheraton Buenos Aires Hotel and
Convention Center.

An outstanding scientific program is
being put together, according to Mario
Maj, M.D., the president of the World
Congress. The list of the keynote lectures
and core symposia is already posted on
the Web site of the Congress, <www.wpa-
argentina201l.com.ar>.

To help attendees get the most out of
their trip to Buenos Aires, a schedule of
tours is also being offered. Descriptions
can be found at <www.wpa-argentina2011.
com.ar/local_tours.htm>.

Submissions are still being accepted.
The deadline for symposia and workshop
submissions is October 31. The deadline for
submissions of WPA section and zonal sym-
posia, oral communications, and posters is
November 30. Submission guidelines can
be found on the World Congress Web site.

Attendees can earn up to 32 Category
1 credits.

Registration and other information
about the World Congress is posted at
<www.wpa-argentina2011.com.ar/>. B
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Brain Disorder

continued from page 6

Neuropsychiatric illnesses are the
leading cause of years lost to disability
or death from noncommunicable causes,
noted Insel.

Progress Lags in Psychiatric lliness

Advances in research and changes in
practice have cut deaths from heart dis-
ease by 63 percent since 1965, but similar
progress has not happened for mental ill-
ness, he pointed out.

“We have to move the agenda,” he
said. “Diagnosis still comes by observa-
tion, illness is detected late, prediction is
poor, etiology is often unknown, preven-
tion is not well developed, treatment is
by trial and error, and there are no cures
and no vaccines.”

Prevalence and mortality have not
decreased, and the culture surrounding
them is sunk in low expectations. “This
is the only area of medicine where peo-
ple don’t talk about cure and preven-
tion,” he said.

The burden of mental disorders is mag-
nified by its relatively high prevalence
(approximately 6 percent) and the fact that
these illnesses are chronic disorders and
usually begin early in life.

He suggested three main areas on
which neuroscience research needs to con-
centrate to tackle the large public-health

problem that mental illness presents: a
renewed emphasis on psychiatric disor-
ders as brain disorders, an increasing rec-
ognition of the role of child and adolescent
development, and achievement of advances
in understanding the genetic basis of men-
tal illness risk factors.

Field May Shift to Clinical Neuroscience

Brain lesions may be the realm of
neurology, but psychiatric illness is
defined by the physiology of neural cir-
cuits in the brain, said Insel. A differ-
ent approach and different training may
be needed to understand and treat those
illnesses. In 10 years, he suggested, psy-
chiatry might be better termed “clinical
neuroscience.”

He cited the example of Area 25 in
the subgenual cingulate, a region that
becomes overactive in depression, but
where activity declines when depression
is treated with an SSRI. Imaging studies
show brain changes—but only in treat-
ment responders. Deep brain stimulation
(DBS) near Area 25 also turns down activ-
ity, he noted, and the research on DBS
shows how knowledge gleaned from brain
mapping, circuitry, and imaging can con-
verge to improve understanding of disease
and its treatment.

Second, mental disorders are also devel-
opmental disorders, he pointed out. Many
begin before age 15, while normal brain
development continues until age 25.

memaers in the[TTE

Passion

continued from page 9

“Bill helped me find and set up the
table and challenged me to a match, and I
promptly won,” she said. Each day, Kazim
kicked off her heels and started play-
ing with the patients and mental health
workers. She also organized tournaments
among the patients, who became excited
about playing the game.

Return to the World of Sports

After a 17-year hiatus from professional
sports, Kazim began playing badminton
again, and last year she traveled to Sydney,
Australia, to compete in the World Mas-
ters Games with a group of seasoned pro-
fessionals with whom she’d played in the
past. “The Magnificent Seven,” as the team
called themselves, won the bronze medal.

Kazim currently divides her time
between teaching medical students as an
instructor in psychiatry at Harvard Medical
School, lecturing in the United States and
abroad, and treating patients ata clinic affili-
ated with Massachusetts General Hospital.

She is a member of Harvard Medical
School’s Cross-Cultural Care Commit-
tee, and she treats a diverse group of eth-
nic minorities who are economically dis-
advantaged.

“I'm very bothered by the prevalent
racial and ethnic disparities in health care,
something I see every day in my clinical
work,” she said. Although she is bolstered
by the impact she has on the lives of her
patients and their families, she said she
is frustrated because “the reality is that
the system does not reward those work-
ing with such a complex patient population
because of fiscal constraints.”

Kazim explained that everyone who
works with a patient “has a role on the team,
but the patient is the captain of the team.”
This approach resonates with her patients,
she said, and helps them feel empowered
and more in control of their lives.

Kazim has incorporated her love of the
game not only in her daily work, but also
in a larger plan to give back to her home-
land. Last year, she met with a group of
nearly 100 psychiatrists of Pakistani origin
to discuss how to combat the extremism
plaguing the country and promote mental
health among its residents.

“In pastyears,” she explained, “Pakistan
has boasted world champions in hockey,
badminton, cricket, and squash. Currently,
our sports teams are not doing well, and
that demoralizes our entire nation.”

Building Role Models

Young people need role models to emu-
late, Kazim said, butsince the governmentin
Pakistan is mired in corruption, role models
are few, she pointed out. She devised a plan to
work with other physicians to supervise and
fund better facilities and athletic and mental
skills training for the country’s sports teams
to help them to excel once again.

“If these teams are performing well, it
will raise the morale of the entire coun-
try,” she noted. She envisions a time when
boys and girls living in Pakistan can look
up to sports figures, as she did as a young
girl, Kazim said.

As for her own involvement in cham-
pion-level sports, Kazim plans to compete
again in the World Masters games again
when they are held in Torino, Italy, in 2013.

“Playing badminton internationally has
been a dream fulfilled for me,” she said. “I
have found myself once again.” W

The cortex in patients with attention-
deficit/hyperactivity disorder (ADHD)
seems to take longer to mature. Individu-
als with the disorder “end up at the same
point but two or three years late,” he said.
“So is ADHD a disease of attention and
behavior in children, or is it one of cortical
maturation? The challenge is to see what
is going wrong in the organ of interest.”

Third, while genetics are another
key component of mental illness, Insel
acknowledged that understanding how
hundreds of variations map onto brain
pathways is a complex challenge. Many
variants express only in the human brain
and only during development. Many other
genes that contribute to mental illness
have not yet been identified.

“We need to move from description to
mechanism and to approach all of these
problems from many levels: molecular,

cellular, systemic, individual, and social,”
he said.

Learning which early variations in
brain structure, circuitry, and function
foretell later disorder might lead to inter-
ventions that can prevent the development
of frank illness.

Eventually, the foundation of brain
circuitry, development, and genetics will
support a better understanding of patho-
physiology, prevention, and personalized
medicine, all leading to Insel’s goal of a
comprehensive public-health approach to
psychiatric disorders.

The George Washington Institute for
Neuroscience has scheduled a dozen more
lectures by other neuroscience researchers
between now and next May.

Information about the George Wash-
ington Institute for Neuroscience is posted
at <www.gwumc.edu/neuroscience>. W

DSM-5

continued from page 7

data collection, but also they will allow
us to examine potential changes in crite-
ria and diagnoses in the context of impor-
tant demographic variables. Addition-
ally, diverse settings increase our ability
to examine thoroughly diagnoses of high
public-health significance. For instance,
the use of Veterans Administration hospi-
tals will help us better understand poten-
tial changes to patients diagnosed with
posttraumatic stress disorder and mild
traumatic brain injury—two increas-
ingly prevalent conditions that signifi-
cantly impact quality of life.

How will these field-trial studies dif-
fer from those being conducted in rou-
tine clinical settings? The aims of the
two field-trial designs are largely the
same: to determine whether the pro-
posed changes are acceptable to clini-
cians and patients, whether they are
stable over time and among different
clinicians, and whether they improve
diagnosis as well as aspects of treat-
ment planning (for example, whether
changes in the treatment plan are made
in response to data collected on the
severity of a patient’s symptoms). In
both designs, patients will be inter-
viewed using diagnostic checklists to
help clinicians assess all DSM-5 pro-
posed criteria. Patients and clinicians
will also complete measures to assess
potential symptoms that patients fre-
quently endorse, as well as the severity
of symptoms they are currently expe-
riencing. However, greater staffing and
resources in these larger field-trial sites
will allow us to assess patients on three
visits, rather than the two visits utilized
in the routine clinical-setting design.
This means more data can be collected
over longer periods, allowing us to
observe how a patient’s symptoms may
change (or not change, as the case may
be) over time. Furthermore, these sites
permit us to include additional clini-
cians, which helps us determine whether
different practitioners will arrive at the
same diagnosis when assessing the same
patient.

Finally, the larger settings also
include the option of conducting video-
taped assessments among a small subset

of participants. These taped interviews
can be reviewed by expert clinicians
whose input may help us better deter-
mine whether the diagnoses the patients
are given are accurate.

Although the use of two field-trial
designs increases the complexity of this
project, the tradeoff is a more precise
understanding of how the future of psy-
chiatric diagnosis might impact patients
and clinicians. Given that DSM-5 is pro-
posing some significant changes from
how psychiatric disorders are diag-
nosed in DSM-1V, rigorous field-trial
testing becomes all the more neces-
sary for ensuring the safety and benefit
of patients and the public. As such, in
my next article, I will discuss the details
of what is perhaps the most significant
departure from DSM-IV—the intro-
duction of dimensional assessments to
enhance diagnosis and increase mea-
surement-based care. W

APA Members Get
Bigger Discount!

When you are

purchasing books

and other products
published by American Psychiatric
Publishing Inc., you will get faster
service and a new, steeper discount
when you buy them online at <www.
appi.org>. You will now get a 20
percent discount instead of the previous
10 percent discount. Members-in-
training get a 25 percent discount.
When ordering, be sure to include your
member number in the appropriate
section of the shopping cart. Discounts
are also available when purchasing
by phone, e-mail, mail, or fax. More
information is posted at <www.appi.org/
Resources/Pages/ForAPAMembers.
aspx>. And don’t forget to keep up with
the latest news from APPI on Twitter at
<http://twitter.com/APPI_Publishing>
and Facebook at <www.facebook.
com/pages/American-Psychiatric-
Publishing-Inc/247299263799>
and <www.facebook.com/pages/
APPlorg/61523802410#/pages/
PsychiatryOnline/15283853375>.
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Special Prepublication Price of
4 $199.00 until November 30, 2010
James L Lovonson, M.D. ($219.00 thereafter)

xtensively updated in this second edition, The American Psychiatric Publishing
Textbook of Psychosomatic Medicine: Psychiatric Care of the Medically I
is the preeminent reference for this new subspecialty, which has grown into a
discipline grounded in empirical research with relevance throughout medical
care. The authors and editorial board who shaped this text include psychiatrists
and clinicians from nine countries with particular expertise in the diagnosis
and treatment of psychiatric conditions in complex medically ill patients.

This brings together the body of knowledge and skills that defines the subspecialty
of psychosomatic medicine. It will be a frequently consulted source of guidance for
care for the psychological needs of patients facing medi-
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PSYCHIATRIST
Affective Disorders Spe

The Department of Psychiatry is seeking a Psychiatrist—
Affective Disorders Specialist to join the faculty of Dartmouth
Medical School at Dartmouth-Hitchcock Medical Center in
Lebanon, NH.

This newly created position, Director of the Affective Disorders
Service, will develop and lead an affective disorders program
that involves research, clinical care and teaching. The success-
ful applicant will provide clinical consultations and supervise
affective disorder specialty care. He/she will lead affective
disorders training for medical students, residents and fellows.
In addition, he/she will be expected to build an externally sup-
ported affective disorders research program.

The ideal candidate will be a skilled clinician and enthusiastic
teacher, with strong interest and experience in research related
to affective disorders. Candidates should be board certified or
eligible in Psychiatry. Academic rank and salary will be consis-
tent with experience. A letter of interest, CV and three letters
of reference should be addressed to William C.Torrey MD, Vice
Chair for Clinical Services for the Department of Psychiatry and
chair of this search, and sent to Kami Carter at Kami.L.Carter@
Dartmouth.edu.

Dartmouth College is an Equal Opportunity/Affirmative
Action Employer and encourages applications from
women and members of minority groups.

The only National Multi
-Specialty Locum Tenens
Agency to offer

A++ rated OCCURRENCE
FORM PROFESSIONAL
LIABILITY INSURANCE

Call us today
to discuss

opportuni

Bemie Cole

Wice Prenent of Pypceisty 52alTing

Fadt magd i dETHIlE plEARE CONTACT

800.780.3500 X42136 {mdainc
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PSYCHIATRIST
FULL TIME

The Dept. of Psychiatry at Morristown Memorial Hospital, part of Atlantic
Health and a teaching hospital affiliated with the Mount Sinai School of
Medicine, is seeking a full-time BE/BC psychiatrist to join our growing team
of psychiatrists and allied health professionals.

Clinical responsibilities would include providing inpatient care on our vol-
untary psychiatric unit and providing psychiatric consultations for medical-
surgical patients as part of our psychosomatic medicine service as well
as supervision of medical students. ECT experience would be a plus. The
position includes a competitive compensation package including 5 1/2
weeks of vacation annually, complete health insurance and a generous
pension plan. Morristown Memorial Hospital is conveniently located off of
Route 287 at Exit 34 and is close to Routes 80 and 10.

Please contact: Thomas Zaubler, MD, Chairman, Department of
Psychiatry; Thomas.zaubler@atlantichealth.org or call (973) 971-
5942. Please be sure to attach your CV.

For more details and to apply, please visit our website and click on
“Careers”

atlantichealth.org (requisition # 76164)

AARP
2009 Best
Employ§18w

ATLANTIC

HEALTH

THE PASSION TO LEAD

Equal Opportunity Employer

Morristown Memorial Hospital | Overlook Hospital | Goryeb Children’s Hospital
Gagnon Cardiovascular Institute | Carol G. Simon Cancer Center | Atlantic Neuroscience Institute

At South Bay, our

strategy is simple:

Psychiatrists

Salem & South Yarmouth, MA

hire talented,
dedicated individuals

and provide them

with the training and
s As our growth continues, we seek board-certified psychiatrists

resources necessary who can focus on maximizing the independence of our child,
to develop new adolescent and adult populations. Our Massachusetts-based
skills and pursue programs are in Attleboro, Fall River, Brockton, Plymouth,

. Worcester, Lowell, Lawrence, Salem and South Yarmouth.
professional goals.

South Bay offers an excellent salary and comprehensive
benefits package. We are committed to diversity and welcome
bilingual and multicultural applicants.

Our supportive

organization

provides a
competitive and To apply, send your resume or c.v. to: jobs@
SouthBayMentalHealth.com FAX: (508)580-5162

www.SouthBayMentalHealth.com

comprehensive
benefits package
and numerous

professional

A Y.

development v :
South Bay Mental Health

opportunities.
An Equal Opportunity Employer
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PSYCHIATRIST

The Department of Psychiatry and the Lineberger Comprehensive Cancer Center of
the University of North Carolina (UNC) School of Medicine at Chapel Hill are seeking
an early career psychiatrist to join the UNC Psycho-oncology Service.

DESCRIPTION

This is a full time fixed-term position at the (Clinical track) Clinical Assistant or
Clinical Associate Professor level. This clinical service is a component of the UNC
Comprehensive Cancer Support Program.

Responsibilities will include: providing inpatient and outpatient clinical consulta-
tion and psychiatric management for cancer patients; medical leadership for a mul-
tidisciplinary psycho-oncology team; teaching medical students, residents, and other
health care trainees and clinicians; and participation in the clinical research activities
of the Comprehensive Cancer Support Program.

The successful candidate should have strong clinical skills, a record of scholarly
achievement; evidence of effective leadership and demonstrated ability to promote
a collegial environment that fosters ongoing collaboration. Candidates should have
clinical experience working with cancer patients as evidenced by completion of a
fellowship in psycho-oncology or psychosomatic medicine, or similar training at the
interface of psychiatry and medicine. Special consideration will be given to candidates
with an established record of extramural funding.

Applicants must have an M.D. and be eligible for North Carolina licensure. Rank
and salary will be commensurate with experience.

CONTACT

Applicants should forward curriculum vitae and three letters of reference to
Donald L. Rosenstein, M.D., Director, Comprehensive Cancer Support Program, 3134
Physicians Office Building, 170 Manning Drive, CB# 7305, The University of North
Carolina at Chapel Hill, Chapel Hill, NC 27599-7305

The University of North Carolina at Chapel Hill is an Equal Opportunity employer.

INPATIENT PSYCHIATRIST

DARTMOUTH MEDICAL SCHOOL. The Department of
Psychiatry, in a unique collaboration with the State of
New Hampshire, is seeking a PSYCHIATRIST to join our
faculty at the New Hampshire Hospital.

New Hampshire Hospital is a 132-bed acute psychiatric
facility located in Concord, NH. New Hampshire Hospital
is the clinical and research core facility for an innovative,
statewide, comprehensive mental health system.
Psychiatrists with expertise in general inpatient psychiatry,
geriatric, or forensic psychiatry are encouraged to apply.

Academic duties include teaching and supervision of
medical students and residents. Research opportunities
available and encouraged.

Candidates should be board certified or eligible in
Psychiatry. Academic rank and salary will be consistent
with experience. A letter of interest, curriculum vitae
and three letters of reference should be addressed to
William C.Torrey MD, Vice Chair for Clinical Services for
the Department of Psychiatry,and sent to Kami Carter at
Kami.L.Carter@Dartmouth.edu.

Dartmouth College is an Equal Opportunity/Affirma-
tive Action Employer and encourages applications
from women and members of minority groups.
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Finally, be the professional you’ve always wanted to be.

Hackensack University Medical Center, a premier healthcare provider in the United States, seeks a
Board Certified or Board Eligible Child & Adolescent Psychiatrist to assume a full-time position in our
comprehensive outpatient services in the Department of Psychiatry & Behavioral Medicine.

Child & Adolescent Psychiatrist

Responsibilities will include psychiatric assessments and medication evaluations in an interdisciplinary
team setting. Additional responsibilities include paid on-call duties and medical student/resident training.
Requirements include a New Jersey license, Board certification or eligibility if a recent residency program
graduate, and the ability to qualify for a faculty appointment at the University of Medicine and Dentistry—
New Jersey Medical School and St. George University College of Medicine. Computer competency is
essential. Recent graduates are encouraged to apply.

We offer a competitive salary and a comprehensive benefits package. Please send/fax your curriculum
vitae and letter of interest to:

Diego Coira, M.D., Chairman

Department of Psychiatry & Behavioral Medicine
Hackensack University Medical Center

30 Prospect Avenue

6 St. John—Room 6706

Hackensack, New Jersey 07601

Fax: (201) 996-3602; E-mail: dcoira@humed.com

We are an equal opportunity employer offering a smoke free environment.
A SUBSIDIARY OF HILLCREST HEALTH SERVICE SYSTEM A teaching and research hospital affiliasted with The

University of Medicine and Dentistry of New Jersey - New Jersey Medical School and the St. George University College of
Medicine A New Jersey State-Designated Children’s Hospital. -

Proudly celebrating fifteen years of Magnet recognition and excellence.
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We have a
psychiatry job
for you. At

LocumTenens.com

we have thousands of
psychiatry jobs available
nationwide. And we take care
of all the details, including
paid travel and housing with
personalized arrangements,
paid occurrence malpractice
insurance, and licensing and
credentialing assistance.

Log on now to www.locumtenens.com/pn

or call 888.223.7950 to speak with our
psychiatry recruiting specialists

today.

L

We know how hard you work. e

Let us work hard for you. X LocumTenens...
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UC DAVIS SCHOOL OF MEDICINE
DEPARTMENT OF PSYCHIATRY AND BEHAVIORAL SCIENCES

Assistant Professor In Residence

A full-time faculty position (In Residence Series) is available in the Department
of Psychiatry and Behavioral Sciences at the Assistant Professor level for an

early career clinical researcher. The candidate must possess a Ph.D. and/or M.D.,
have California licensure, board certification in Psychiatry or Psychology and at
least two years of postdoctoral scholar experience with research related to early
identification and intervention with psychotic disorders, including youth at risk for
psychosis. Individual selected for the position will be expected to build a suc-
cessful, independent research program and demonstrate excellence in teaching
clinical science to medical and graduate students. The successful candidate will
be expected to build an independent line of research in early psychosis and other
developmental psychiatric disorders. Selection criteria include: 1) evidence of
research productivity through peer-reviewed publications in leading journals;

2) evidence of successful extramural funding; 3) a demonstrated commitment

to teaching. Responsibilities include collaboration with departmental faculty and
clinicians to develop and evaluate early intervention techniques for youth with
psychosis. Candidate will also be expected to utilize neuroimaging techniques to
examine cognitive and neural factors related to psychosis risk and functional
deterioration. The Department provides a stimulating teaching and research
academic environment and serves a culturally diverse population.

See www.ucdmc.ucdavis.edu/psychiatry

For full consideration, applications must be received by November 30, 2010.
Position is open until filled, but no later than January 31, 2011. Interested
candidates should email a curriculum vitae and letter of interest in response to
Position #PY-03R-11 to Juli Koeberlein at juli.koeberlein@ucdme.ucdavis.edu.
For more information regarding this position, you may contact the Search Com-
mittee Chair, Dr. Marjorie Solomon at Marjorie.solomon@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.ucdmc.ucdavis.edu/psychiatry/

CHIEF, MENTAL HEALTH SERVICE

The Southeast Louisiana Veterans Health Care System (VA) and the Department
of Psychiatry and Behavioral Sciences at the Tulane University School of
Medicine, New Orleans, seek a candidate to fill the position of Chief, Mental
Health Service. All candidates will have clinical, administrative, teaching and
research responsibilities and must have academic credentials to be qualified

for a faculty appointment at Tulane University School of Medicine.

Applicants may be psychiatrists, psychologists, nurses, or social workers.

A doctoral degree is required. Applicants must possess a knowledge and
understanding of mental health missions, operating programs, policies,

care delivery, and information management. He/she will be involved in the
activation of the Mental Health areas of the new VA hospital planned for
Southeast Louisiana. United States citizenship or permanent residency is
required. Physician candidates must be board certified. Salary and academic
rank will be commensurate with qualifications and experience of the applicant.

Interested applicants can mail a curriculum vitae by November 30, 2010 to
Patricia Skinner (11D), Southeast Louisiana Veterans Health Care System,
P.O. Box 61011, New Orleans, LA 70161-1011 or can e-mail a CV to
Patricia.skinner@va.gov. Applications for this position will be accepted
until a suitable qualified candidate is identified.

The VA and Tulane are strongly
committed to policies of
non-discrimination and affirmative
action in student admissions and
in employment.

DARTMOUTH MEDICAL SCHOOL
DARTMOUTH-HITCHCOCK MEDICAL CENTER

Child and Adolescent Psychiatrist

Keene, New Hampshire

The Department of Psychiatry is seeking a Child and Adolescent
Psychiatrist and an Adult Psychiatrist to join our faculty at Monad-
nock Family Services in Keene, NH.

These positions will involve supervising community oriented
treatment teams, providing behavioral and psychopharmacological
consultation, performing evaluations and providing ongoing
medication management. Monadnock Family Services is an
innovative behavioral health agency with a 100-year history of
providing high-quality services in a creative and supportive
climate. The agency is a leader in area of health and social services,
alliances, and partnerships. The beautiful Monadnock region of
N.H. (90 miles from Boston) offers many excellent recreational and
cultural activities.

Academic duties may include teaching and supervision of medical
students and residents. Candidates should be board certified or
eligible in Child and Adolescent Psychiatry for the child position
and in general psychiatry for the adult position. These positions
will include appointments at Dartmouth Medical School and salaries
commensurate with experience. Weeknight and weekend call
schedules are reasonable.

A letter of interest, curriculum vitae and three letters of
recommendation addressed to William Torrey, MD, Vice Chair for
Clinical Services should be sent to Kami Carter at Kami.L.Carter@
Dartmouth.edu.

Dartmouth Medical School is an equal opportunity/
affirmative action employer and encourages applications
from women and members of minority groups.

PROFESSIONAL OPPORTUNITIES / pn.psychiatryonline.org

Psychiatrists Wanted

NORTH CAROLINA

ACT provides primary care, psychiatry, and
psychotherapy services to long-term care facilities
and community agencies throughout NC.

We have immediate psychiatry positions available.

The benefits of ACT

e Competitive Salary PLUS bonus potential

e Private practice feel without the administrative
burdens - support staff will do all the billing,
medical records, scheduling, etc. for you

e Relocation/Signing Bonus

e Health, Vision, Dental and 401k

e Malpractice insurance

e 4 weeks PTO and paid holidays
¢ $2,500 CME fund and 5 additional days to attend

‘)
ACT

Contact
Mary Beth Dutko
888.311.1254 x109

B maryd@actmedgroup.com
Medical Group, P.A.
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Facilities in 14 states
nationwide with
openings in:

Alabama - Montgomery

Delaware —
Rehoboth Beach

Georgia State Mental
Hospitals — Thomasville
and Milledgeville

Massachusetts —
Bridgewater

Michigan - Detroit,
Ann Arbor, Muskegon,
Traverse City, Lansing,

Grand Rapids and

Saginaw
Missouri - St. Louis and
Kansas City Area

Pennsylvania -
Northeast PA and
Philadelphia

Tennessee — Memphis
Area and Knoxville
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If your career track has failed to meet your
personal and professional aspirations, this may
be the perfect time to explore a career with the
leader in correctional mental health. Here are
some of the reasons why we lead the field:

e | ess red tape and no managed care
e No reimbursement hassles

balance
e 28 paid days off plus 6 company-paid
holidays

e CEU $1,500 reimbursement with
4 additional paid days off

e Excellent, guaranteed salaries
e 401(k) plan with employer match

e Company-sponsored health, life and
disability insurance

To apply or inquire, contact:

Holley Schwieterman
(866) 204-3920
holley@mhmcareers.com

www.mhm-services.com

\I.I MHM Services, Inc.

EOE

e Work schedule conducive to better work/life

JL
I

When you’re exploring career opportunities,

you want someone looking out for your best
interests, right? Psychiatrists Only is the only
full-service locum tenens and permanent

placement firm that is dedicated exclusively to

placing psychiatrists. And we’ve been

successful at it since 1998. We are committed
to finding the position that’s just right for
you. Our full range of services includes:

® Direct Deposit ® Guaranteed bi-weekly pay
® T'ull-service travel department @ In-house
credentialing ® Coordination of licensure.
Does out team approach to your career

search interest you? Then let’s play ball.

Psvechiatrists

locum tenens and permanent placement

800.583.2256 * 404.315.7889 * psyonly.com
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DMH offers a dynamic
environment with clear
career trajectories,
innovative programs in
diverse work settings, and
outstanding, supportive
colleagues, staff and
administration.

Gia Crecelius, M.D.
Carol Eisen, M.D.

A great job enhances
the quality of your life.

From clinics to wellness centers, jail and juvenile justice sites, field-
based treatment and other specialized programs, DMH provides
quality care to diverse populations. It’s challenging and rewarding
work, offering opportunities to positively impact people’s lives.

With annual salaries ranging from $142,944 to $288,483,and an
excellent benefits package with exceptional retirement plans,
positions are filling quickly.

New openings for child and adolescent psychiatrists in the juvenile
justice system.

LAC Forimmediate consideration, send your CV via
e-mail to: omd@dmh.lacounty.gov
w DM!.,_I Roderick Shaner, M.D., Medical Director

weNTaL HeALTH | o5 Angeles County Department of Mental Health
550 S.Vermont Avenue, Los Angeles, CA 90020

© Copyright 2010, County of Los Angeles. All Rights Reserved.

The University of Louisville School of Medicine
Department of Psychiatry and Behavioral Sciences

Clinician-Educator Positions Available

General Psychiatry Geriatric Psychiatry

Depression Center Women’s Mental Health
Ambulatory Behavioral Medicine: Med/Psych

Child and Adolescent Psychiatry: ADHD or Eating Disorders Emphasis

The Department of Psychiatry and Behavioral Sciences, Allan Tasman, MD, Chair

is seeking dynamic, academically-oriented Assistant or Associate Professor psychiatrists to
join our expanding faculty in a rapidly growing medical center complex with five hospitals.
The city of Louisville is a metropolitan area with nearly one million people. The cost of
living is low, cultural amenities are extensive, schools are excellent, and outdoor and family
oriented activities abound.

Responsibilities for these faculty positions include clinical assignments in inpatient, outpa-
tient, psychiatric emergency, or consult/liaison teaching services, and medical student/resi-
dent teaching outside the primary clinical assignment. In addition, there are opportunities
to collaborate in ongoing clinical and basic science research. Candidates should be Board
Certified or Board Eligible in Psychiatry. These positions are full-time faculty appointments
in the Department of Psychiatry and Behavioral Sciences at the University of Louisville
School of Medicine. Competitive compensation and a comprehensive benefits package is
included.

Ackerly Endowed Chair in Child Psychiatry

This outstanding opportunity for a child and adolescent psychiatrist with a strong track re-
cord of extramural funding allows the successful candidate to continue his or her research
program in an academic setting where research growth and development is the highest
priority. Interested candidates should mail or e-mail a curriculum vitae and a letter of
interest to:
Kelly Moore, Faculty Affairs Coordinator
Department of Psychiatry and Behavioral Sciences
401 E. Chestnut Street, Suite 610, Louisville, KY 40202
P: 502-813-6664 ; F: 502-813-6665; kelly.moore@louisville.edu

The University of Louisville is an Affirmative Action, Equal Opportunity, Americans with Disabili-
ties Employer, committed to diversity and in that spirit, seeks applications from a broad variety of
candidates.

UNIVERSITY OF
bLOUISVILLE
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Interventional Neuropsychiatrist

Correctional Managed Care

OPPORTUNITIES
FOR PSYCHIATRISTS

The Department of Psychiatry, (in collaboration with the Departments
of Neurology and Radiology, and the Section of Neurosurgery) at
Dartmouth Medical School (DMS) and Dartmouth-Hitchcock Medical +HAUTMB
Center (DHMC) is seeking a senior level faculty member to build and s
lead a new program in Interventional Neurotherapeutics.

UTMEB-CMC has a few select opportunities In Texzas

The successful candidate will be an established clinical scientist who for Paychiatrists to work with adults andior adolescents.

will strengthen existing basic, translational, and clinical research
programs at DMS and DHMC that address the treatment of neuro-
psychiatric disorders such as refractory mood disorders, substance Current Opportunities Available
use disorders, cognitive impairment associated with brain disease »  Stafl Pevchintrist - Telemedicine
and obsessive-compulsive disorder. He/she will have a track record '
of federal funding in his/her area of interest and experience in the
application of neuromodulatory procedures such as deep brain > Sl Peychiniist - Juverile Jusiice
stimulation, rTMS, ECT, VNS or related techniques to neuropsychi-
atric disorders. The successful candidate will strengthen collabora-
tive links (and provide vision and leadership to) between existing »  Posftion alss avaitabis for
programs at DMS and DHMC in the clinical and experimental use of
deep brain stimulation and vagus nerve stimulation, animal models

Compare our Benofita with
athar Organizations

» [Relatabon allowancs
Sunps # §doys paid CME laave
» Compabitve salaness
#  BE-F wok scheduss-day shil
PopulaEans = [Flaxibie schesiules
= Limied on-call rmtabon
#  Profsssonsl labilly coversge
psychintric P& or Murse Practitionar » Comprehansive medcal covemags
- Faxl vacalion, hokdays snd sick

of alcoholism, human and animal neuroimaging, neuro-psycho- #  Posilion available in Austin snd ava

pharmacology, epilepsy and neuropathic pain, as well as animal and ol T > Btaly relirement plen in DRP or
. . . . THIBIDN. I EEH r

human studies of neural circuitry related to reward behavior and : TRS wilh Siaie contributions

attentional mechanisms. = EliLL TEXAS LICENSE REQLIRED

Curriculum vitae, a letter of interest, and representative publications
should be addressed to Thomas McAllister, MD, Search Co-Chair,and Comuctional practice efiminates many of the “headaches™ of community practice
sent to Kami Carter at Kami.L.Carter@Dartmouth.edu. such as deaiing with insurance companies including Madicars and Meoicaid,
malpraciice insurance problems.

Dartmouth Medical School is an Equal Opportunity/ To Apply coniaci Dabes Dansbe
Affirmative Action Employer and encourages applications 281-269-6700 or BG66-000- 2622
from women and members of minority groups. ar mmail resume  dsdansbodiutmt sdy

To lmarm more about cur organization visit s uimb sdulcme

LTHE & & EDLA Esmpinyes WF DY

Psychiatrist

The VA Medical Center, Spokane, WA is seeking
candidates for three psychiatrist positions. Two of
New York State O,lﬁce the positions are located at the Spokane VA Medical
ofChildren and Family Services Center, and the third is located just across the Idaho
state line in our Coeur d’Alene outpatient clinic. Our
physicians enjoy a unique quality mix of career and
leisure time. At your doorstep are some of the world's
finest fishing, golfing, extraordinary wildlife, beautiful

The Office of Children and Family Services (OCFES), a New York
State agency responsible for residential and community treatment of
court-mandated youth, is seeking Psychiatrists to provide psychiatric

treatment services to New York’s adolescent Juvenile Justice population. lakes and easy access to wilderness, National Parks
and Provincial Parks in the Northern Rockies, Canadian
Qualifications Rockies and Cascade Range.

License to practice medicine in New York State, Board certification
in Psychiatry or Child and Adolescent Psychiatry; eligible for full and

" L - , Benefits include: salaried positions, friendly
unconditional participation in Medicaid and Medicare programs.

malpractice environment due to federal tort claims

act, no office overhead expenses, excellent retirement
Vacancies exist in various locations throughout New York State. program, generous paid vacation/sick/CME days, and
10 paid holidays.

Location

Benefits
Membership in the New York State Retirement System; comprehensive Call or send resume to:
health insurance coverage including dental and vision; disability
insurance coverage; eligibility for New York State Deferred VA Medical Center
Compensation program; paid leave. James Erickson
Application Procedure: Administrative Assistant to the Chief of Staff
To apply, please mail your curriculum vitae to the Office of Children 4815 N. Assembly
and Family Services, Search Committee, Room 231N, 52 Washington Spokane, WA 99205
Street, Rensselaer, NY, ATTN: BOC; or fax to (518) 486-7146; or email
to eoajobpostings@ocfs.state.ny.us. For more information about OCEFS, Phone: 509-434-7211
please visit our website at http://www.ocfs.state.ny.us.

Fax: 509-434-7100
E-mail: James.Erickson@va.gov

EOE/AA

An Equal Employment Opportunity Employer
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Join our expanding mental health services

As Queensland’s population continues to grow, so do the ;
opportunities with one of the world’s most advanced public N —
healthcare providers, Queensland Health. '

In 2011, Queensland Health will open over 140 new FCUE AR
extended treatment beds within our mental health ser\q.t'

s,

Exciting opportunities available for medical officers _
and psychiatrists in Queensland, Australia - . ' "

¢ Brishane e Logan e Townsville ¢ Toowoomba

Queensland
Government
Australia

AH240910

Visit the NEW vwww.appi.org

For the most complete lineup of publications
for Mental Health Professionals

® Special Discounts for American Psychiatric Association
Members and Members-in-Training

Detailed descriptions on more than 700 titles
plus subscription products

My Accounr history with order
and tracking information New 20% Discount

. .. When you join Northwest Permanente, P.C., a physician-managed, multi-specialty group
Fast and easy navigation For American Psy(:hlatl'lc of approximately 900 physicians providing care to 475,000 members in Oregon and

. Association Members! . Southwest Washington, you'll have the chance to practice in an environment that offers
Enhanced search engine ample opportunity to pursue — and achieve — your personal and professional dreams.

25% Discount You'll also benefit from a comprehensive network of support services, a schedule that's
For APA S designed to ensure a healthy work/life balance and a talented team of colleagues who

Memhers-in-Training share your passion for medicine and patient care.

CHILD, ADOLESCENT & ADULT PSYCHIATRISTS
Oregon and Washington

|||-r"l
(8 el o Ramamesst

e Full-time and part-time opportunities available in Oregon and Washington to provide

direct clinical work with outpatients. Must have experience in medication consultations
and crisis intervention. Our Department of Mental Health has a multi-disciplinary staff of
over 130 mental health professionals and offers adult and child/adolescent outpatient
treatment, intensive outpatient therapy and group therapies, as well as a 24-hour
hospital-based crisis program.

We offer a competitive salary and benefit package which includes a generous retirement
program, professional liability coverage and more. To apply, please visit our Web site at:
http://physiciancareers.kp.org/nw/ and click on Career Opportunities. For more
information please call (800) 813-3762. No J1 opportunities. We are an equal opportunity
employer and value diversity within our organization.

The First and Last Word in Psychiatry

_ www.appi.org
Phone: 703-907-7322 or 1-800-368-5777 (Mon.-Fri., 9 am to 5:30 pm, ET)

Fax: 703-907-1091 | Email: appi@psych.org Priority code: AH1050A

& KAISER PERMANENTE.

Northwest Permanente, P.C.
Physicians and Surgeons
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1844

A Reference Guide

Practice Management for Early Career Psychiatrists:

Created by the American Psychiatric Association’s Office of Healthcare Systems and
Financing, this handbook provides APA members with an overview of many of the things
they need to be aware of as a psychiatrist. Although specifically designed to meet the

needs of Residents and Early Career Psychiatrists (ECPs), the information it contains
may also be of value to those who have been in practice for years. Contents include:

I. STARTING OUT

1. Conducting an Effective Job or Practice Search
Negotiating an Employment Contract
Licensing and Board Certification

>

Practice Options

II. ESTABLISHING YOUR PRACTICE

5. Incorporation Options

6. Buying or Leasing Office Space and Equipment
7. Medical Professional Liability Insurance

8.  Hiring and Managing Administrative Staff

9.  Selecting Computer Applications and Software
10. Marketing Your Practice Eftectively

11. Putting Your Practice on a Budget

ITII. MAINTAINING YOUR PRACTICE

12. Managing Relationships with Other Clinicians

13. Managing Appointment Scheduling

14. Insurance Terminology

15. Verifying Benefit Coverage Accurately and
Efficiently

16. Coordinating Benefits for Patients with More
than One Source of Insurance Coverage

17. Implementing Electronic Billing Capabilities

18. Increasing the Success Rate of Collections

Efforts
19. Avoiding Common Procedure Coding Problems

IV. PATIENT CARE ISSUES

20. Confidentiality

21. Duty to Warn

22. Informed Consent
23. Civil Commitment

24. Medical Records
25. Conducting a Patient Satisfaction Survey

Access this valuable member benefit at

in the “Members Corner”

V. MANAGED CARE ISSUES

VII.

26. Defining Managed Care

27. Getting on Managed Care Panels

28. Reviewing and Negotiating Contracts

29. Appealing Reimbursement Denials

30. Getting Paid

31. Maintaining Confidentiality in the Era of
Managed Care

32. Handling Medical Record Reviews

33. Avoiding Deselection

34. Managed Care Resources

PROFESSIONAL ISSUES

35. Principles of Medical Ethics

36. Opinions of the Ethics Committee
37. Managing Relationships with Patients
38. Reducing Malpractice Risk

39. Practice Guidelines

LEGAL ISSUES

40. Medicare and Medicaid
40a. How to Appeal Decisions by Medicare Carriers

40b. Compliance Programs
41. Fraud and Abuse

41a. HIPAA

42. ERISA

43. An Overview of Antitrust Laws Affecting
Physicians

44. The National Practitioner Data Bank

PSYCHIATRIC NEWS / Octaber 15, 2010 m



classifieds

pn.psychiatryonline.org

CLASSIFIED ADVERTISING

INFORMATION

2010 RATES:

e $25 per line for orders of 1 to 2 insertions

o $28 per line for orders of 3 or more consecutive
insertions if your written order specifies a 3 or
more consecutive issue run

o $22 per line for orders of 6 or more insertions if
your written order specifies a 6 or more issue run

¢ 1 line = approximately 42 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 on the date of
publication.

www.LocumTenens.com/pn
thill@locumtenens.com
1-888-223-7950

77N\
MedOptions™
) g

Psychiatrists
Flexible Schedule-Work Close to Home

MedOptions has immediate opportunities for
adult and geriatric psychiatrists in Connecticut,
Maryland, Massachusetts, Pennsylvania and
Rhode Island.

We are a leading provider of behavioral health
services to long-term care facilities. Our group
of clinicians provides services at 450 skilled nurs-
ing and assisted living facilities.

MedOptions offers a flexible schedule at loca-
tions close to where you live or work. Our psy-
chiatrists are supported by a clinical team that
includes nurse practitioners, physician assistants,
clinical psychologists and licensed clinical social
workers. The work shares many similarities
with consultation liaison psychiatry, especially
in that medical colleagues are most appreciative
of our efforts.

We offer a competitive compensation package,
full benefits starting at 24 hours/week and relo-
cation assistance.

For consideration, please contact:

Marianne Wright
MedOptions
Phone: 800.370.3651, ext 164
Email: mwright@medoptionsinc.com
Website: www.medoptionsinc.com.

Receive additional exposure for your
ads at no extra cost. Advertise in

Bonus Distribution issues!

Upcoming: December 3rd
APA Election Issue, Deadline 11/19!

m PSYCHIATRIC NEWS / Octoher 15, 2010

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
$275 per issue or a black-and-white logo for $195
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

HFCS

THE 1ST CHOICE IN
PSYCHIATRIC RECRUITMENT

Visit our website www.fcspsy.com
Over 400 permanent searches nationwide.
800-783-9152

Universal Health Services, Inc. (UHS) is one
of the nation’s largest and most respected hos-
pital management companies, operating through
our subsidiaries behavioral health facilities na-
tionwide. We are currently recruiting new
Psychiatrists for diverse practice positions in
the following locations:

* FLORIDA- Orlando (Medical Director)

¢ GEORGIA- Atlanta & Moultrie

e SOUTH CAROLINA- Aiken & Greenville

* KENTUCKY- Louisville area

o TENNESSEE- Nashville Area-C/A Medical
Director

* PENNSYLVANIA- Philadelphia, State Col-
lege, Clarion, Shippensburg

* CONNECTICUTT- N. Stonington (Addic-
tion)

* MASSACHUSETTS- BOSTON- Brook-
line, Westwood, Pembroke, Attleboro, Lowell

* MICHIGAN- Grand Rapids
¢ MISSOURI- Kansas City

* NEVADA- Las Vegas

e COLORADO- Denver & Boulder

* WYOMING- Casper & Cheyenne

* TEXAS- Austin, Dallas, San Angelo, McAllen

Competitive compensation packages and ben-
efits offered including bonus and student loan
assistance opportunities depending on location.
For more detailed information about individual
locations as well as other UHS locations contact
Joy Lankswert, In-house physician recruiter
@ 866-227-5414 ext: 222 or email joy.lank-
swert@uhsinc.com. UHS website: www.
uhsinc.com.

CALIFORNIA

Outpatient Adult Psychiatrist needed for a
progressive county mental health system, in the
Central Valley less than two hours from San
Francisco and Yosemite. Recovery-oriented
treatment provided in a multidisciplinary set-
ting. Excellent salary scale with steps starting
from 179K to 217K; additional 5% differential
for board certification. No call requirements at
this time. Full benefit package including medi-

SUBMISSIONS: Email, Fax or Mail ad copy, including
issue dates desired, contact name, phone number,
and billing address, to:

Lindsey Fox

Psychiatric News Classifieds

American Psychiatric Publishing

1000 Wilson Blvd, Suite 1825

Arlington, Virginia 22209-3901

(703) 907-7331 e Fax (703) 907-1093
classads@psych.org

The publisher reserves the right to accept or reject
advertisments for Psychiatric News and is not liable
for the failure, for any reason, to publish an ad.
Advertisements will be typeset as submitted. Lines
of space separating headlines and paragraphs are
counted as chargeable lines. We do not provide
proofs of ads before publication.

cal, vision/dental, vacation, sick time. Excellent
retirement package with deferred comp. plan
avail.

Fax CV to Uday Mukherjee, MD at
209-525-6291 or call 209-525-6119; e-mail at
umukherjee@stanbhrs.org.

BE/BC Psychiatrists for CA locations. $160-
185/hr. Up to $44k/month 8-12hr/day Wknds
$42/hr on call.

Tel:(707)694-6890/707)226-2426/
(707)694-3805 Fax:(415)814-5764
bayareadoctors@gmail.com

Work in sunny San Diego and enjoy ideal
weather year around. The County of San Diego
Psychiatric Hospital is now hiring
Psychiatrists.

The San Diego County Psychiatric Hospital
(SDCPH) is conveniently located in the heart
of San Diego County. Just minutes away from
beautiful beaches and parks, the historic
Gaslamp District downtown, San Diego Zoo,
SeaWorld, Petco Park and beautiful housing

communities.

SDCPH is a publicly funded, free-standing psy-
chiatric hospital. Itis a locked facility and a com-
ponent of the San Diego County Behavioral
Health Services’ continuum of care. Our Psy-
chiatrists work with a dynamic team of medical
and nursing professionals to provide emergency
services and crisis intervention-oriented acute
inpatient treatment for adult residents of San
Diego County. Come join our team and make a
difference!

For more information on the duties go to www.
sdcounty.ca.gov/hr. Interested candidates may
email their resume to Gloria.Brown@
sdcounty.ca.gov.

Butte County Behavioral Health Depart-
ment invites applicationsfor the position of
Medical Director. This position, under admin-
istrative direction, plans, organizes, and manages
the medical services component of the Butte
County Department of Behavioral Health. The
salary range for this position is $211,584
-$259,000 annually, and includes a comprehen-
sive benefits package featuring retirement,
health insurance, leave time, life insurance, and
more.

Please submit a Butte County regular help ap-
plication to: Butte County Human Resources,
3-A County Center Drive, Oroville, CA 95965,
Recruitment# 104116044. The application can
be obtained and submitted to the Human Re-
sources Department website at www.butte-
county.net/personnel . Applications may also be
mailed to the above address. For additional in-
formation, please feel free to call (530) 538-6950
or (530) 538-7651.

This is a continuous recruitment; open until
filled. Butte County is an Equal Opportunity
Employer.

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. All advertising copy, changes and cancella-
tions received after the deadline will be placed in
the next available issue. Publication dates are the
first and third Fridays of every month. Upcoming
deadlines are:

Issue Deadline (Friday, 2 p.m. E.T.)
November 5 October 22
November 19 November 5

All advertisers in this section must employ without
regard for race, sex, age, nationality, or religion in accor-
dance with the law. APA policy also prohibits discrimina-
tion based on sexual orientation or country of origin.

J1 and H1 Opportunities in California

Adult and child psychiatrists in out-patient and
hospital practices near the Bay Area of Califor-
nia. Locations meet criteria for designated
shortage area. Please view our web site at Com-
munityPsychiatry.com or call (800) 244-5807 for
more information. Fax: (916) 285-0338 or Email
stephanimartinez@communitypsychiatry.com
your CV with CA in the subject line.

Medical Director
for San Diego County Psychiatric Hospital

The San Diego County Psychiatric Hospital is
a free-standing adult facility located in the heart
of the County and is a key component in the
County Behavioral Health Division’s continuum
of care. The Medical Director can play a leading
role in the development of the overall County
safety net health system, and is a key medical
leader in the dynamic, innovative Health &
Human Services Agency. Teaching opportunities
available. Requires proven leadership and super-
visory skills. Interest in primary care integration
helpful. Salary competitive.

CV and letter of interest can be submitted online
at www.sdcounty.ca.gov/hr. For questions about
the application process, please contact Gloria
Brown, Human Resources Analyst at (619) 531-
5117 or Gloria.Brown@sdcounty.ca.gov.
Questions about the position may be directed to
Marshall Lewis, MD, Behavioral Health Clinical
Director, HHSA at Marshall.Lewis@sdcounty.
ca.gov

........ Bararrminy
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CALIFORNIA
BC/BE STAFF PSYCHIATRIST

Patton State Hospital is recruiting board certi-
fied/eligible psychiatrists. Patton is a Joint
Commission accredited, 1500 bed, adult foren-
sic psychiatric hospital, with an extremely inter-
esting and challenging patient population. The
hospital is nestled below Arrowhead and the San
Bernardino Mountains, 65 miles east of Los An-
geles; 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; mal-
practice insurance; tax-deferred compensation;
paid annual leave and 12 holidays (plus one per-
sonal 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 confi-
dential consideration, send CV to George Chris-
tison, M.D., (A) Medical Director, 3102 East
Highland Avenue, Patton, California 92369,
(909) 425-7326 or Fax (909) 425-6635.
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Butte County Behavioral Health Depart-
ment invites applications for the position of
Psychiatrist, regular help and contracted. This
position, under general direction, provides clin-
ical assessments and treatment services to allevi-
ate suffering in clients with behavioral health
disorders. The regular help monthly equivalent
salary range for this position is $11,803-$15,817,
and includes a comprehensive benefits package
featuring retirement, health insurance, leave
time, life insurance, and more. The contracted
psychiatrist position is paid at $125.00 an hour
and does not include a benefits package.

For Regular Help psychiatrist, please submit
a Butte County regular help application to:
Butte County Human Resources, 3-A County
Center Drive, Oroville, CA 95965, Recruit-
ment# 104125045. The application can be ob-
tained and submitted to the Human Resources
Department website at www.buttecounty.net/
personnel. Applications may also be mailed to
the above address. For additional information,
please feel free to call (530) 538-6950 or (530)
538-7651. The Regular Help Psychiatrist is a

continuous recruitment.

For Contract Psychiatrist, please e-mail a cur-
riculum vitae or resume to: DBH-HR@
buttecounty.net.

Contracts are on an annual basis, and
positions are to be filled immediately.
Butte County is an EOE/AA Employer.

COLORADO

Psychiatry opportunities in Golorado: DENVER,
COLORADO SPRINGS,
BOULDER

Join our successful team of clinicians. Full/Part
time - flexible schedules. Inpatient/Outpatient,
blend of both. Compass Health Systems was
founded in July 1990. Physician owned and op-
erated. Contact sfaulkner@compass.md or (786)
347-0355.

Horizon Health seeks Medical Director and
Attending Psychiatrist in Greeley, CO for a
22-bed Adult and Adolescent inpatient program
and an outpatient psychotherapy and medication
management clinic that sees all ages. Inpt srvcs
operated on modified hospitalist model with
core of three doctors covering inpt and outpt
srves following either 6 adults or 4 adolescents
based upon a 50% assign’t to inpt and a 50%
assign’t in outpt. Call only every third week
Monday through Thursday. Physicians hand off
call responsibilities to our dedicated weekend
doctors at 5:01 pm on Friday and enjoy week-
ends off with their families free of call responsi-
bilities!

One hour from Denver, Boulder, and Estes
Park! Great quality of life with outstanding sal-
ary and benefits. For more information contact:
Mark Blakeney, Voice: 972-420-7473, Fax: 972-
420-8233; email: mark.blakeney@horizonhealth.
com EOE.

CONNECTICUT

Director, Adult Resident Outpatient Clinic

The Institute of Living/Hartford Hospital is
seeking an experienced psychiatrist with a dem-
onstrated commitment to resident education, to
serve as a full-time teaching attending and edu-
cational administrator in the resident outpatient
clinic. The psychiatrist will participate in the
supervision and didactic teaching of residents
and medical students and work collaboratively
with the clinic administrator and its multi-dis-
ciplinary staff, joining a mature and collegial
faculty peer group. Expertise in both clinical
psychopharmacology and psychotherapy is pre-
ferred. Applicants with an interest and expertise
will be considered for the role of Assistant Pro-
gram Director. In addition to educational du-
ties, some hours are devoted to outpatient treat-
ment. The Institute of Living also supports
opportunities for work within subspecialties as
well as participation in our growing research

CLASSIFIEDS / pn.psychiatryontine.org

centers. Applicants will be eligible for academic
appointment through our affiliation with the
University Of Connecticut School Of Medicine.
Applicants must be Board-Certified or Board-
Eligible and eligible for licensure in the state of
Connecticut.

Please visit our website at www.instituteofliv-
ing.org. Applications for employment are to be
submitted to Theodore F. Mucha, M.D.; Medi-
cal Director, Institute of Living, 200 Retreat
Avenue, Hartford, CT 06106. Phone: 860-545-
7260 Fax: 860-545-7068. Email: tmucha@
harthosp.org. EOE M/EF/D/V.

PSYCHIATRIST - Outpatient center is seek-
ing a bilingual Psychiatrist Spanish/English to
work with a dynamic community health center
that provides behavioral health and primary care
services. Responsibilities include: working
with a multidisciplinary team to provide quality,
state-of-the-art psychiatric services, providing
psychiatric assessment and treatment recom-
mendations for incoming patients, ongoing as-
sessment and medication monitoring of patient
caseload, and consultation with primary care
staff to provide integrated, holistic care.

QUALIFICATIONS: CT license to practice
psychiatry; Board certified or eligible for certi-
fication; experience with community mental
health. Bilingual preferred. Position located in
Stamford, CT.

PSYC APRN - Outpatient center is seeking a
bilingual Psychiatrist Spanish/English to work
with a dynamic community health center that
provides behavioral health and primary care ser-
vices. Responsibilities include: working with
a multidisciplinary team to provide quality, state-
of-the-art psychiatric services, providing psychi-
atric assessment and treatment recommenda-
tions for incoming patients, ongoing assessment
and medication monitoring of patient caseload,
and consultation with primary care staff to pro-
vide integrated, holistic care.

QUALIFICATIONS: CT license or license
eligible; experience with community mental
health. Bilingual preferred. Position located in
Stamford, CT. For both positions, please fax
CV or Resume to 203-621-3714.

FULL TIME & PART TIME
CHILD PSYCHIATRISTS
CENTRAL CONNECTICUT

The child psychiatry division of Saint Francis
Hospital and Medical Center, in Hartford Con-
necticut, is seeking a full and part time outpa-
tient child psychiatrist (BE/BC). Inpatient op-
portunities are available, if compatible with the
applicants’ interests. The child psychiatry ser-
vice works collaboratively with a large group of
pediatric primary care practices in central Con-
necticut, and has particular interest in the treat-
ment of children with autism and other early
developmental disorders. These outpatient posi-
tions involve psychiatric evaluation and manage-
ment of children and adolescents with a variety
of disorders, and are supported by skilled social
workers and therapists in our outpatient divi-
sion. Our psychiatric service includes 4 inpatient
units, including two child and adolescent units,
a large multi-site outpatient psychiatric service,
and a consult-liaison service. The hospital is a
teaching site for University of Connecticut
Medical School and The University of Hartford.

We offer very competitive salaries with an excel-
lent benefit package. For more information
about this opportunity, please contact Christine
Bourbeau in the Recruitment Office at
800.892.3846 or fax/email your CV to
860.714.8894.

Email address:
CBourbea@stfranciscare.org
Visit our Website at:
www.saintfranciscare.com
EEO/AA-M/F/D/V
Pre-employment drug testing.

View the classifieds online at

pn.psychiatryonline.org

FLORIDA

DAYTONA - MELBOURNE - ORLANDO
- OCALA-

Psychiatrists needed for rapidly expanding
Nursing Home Service. Great support. No call.
Average Salary 210K + benefits. Part-time avail-
able. Some travel required. Must have FL
Medicare & FL Medicaid individual provider #s.
No Restrictions (H1B Candidates Considered).
Call our Clinical Coordinator, Linda at 866-
936-5250.

Florida Licensed BE/BC Psychiatrist and
advanced registered nurse practitioner
needed for a Joint Commission Accredited com-
munity mental health center and psychiatric
hospital. Excellent benefits and location. Con-
tact: Suresh P. Rajpara, M.D., Chief Medical
Officer, Oakwood Center of the Palm Beaches,
1041 45th Street, West Pam Beach, FL. 33407.
Phone: (561) 383-5917; Fax: (561) 514-1504.

srajpara@oakwoodcenter.org.

PSYCHIATRIST; FULL TIME, FL LI-
CENSE REQUIRED; Aventura, FL; private
practice located equidistant between Miami and
Ft. Lauderdale; children/adolescent/adult/geri-
atric pts; email CV to aventuraoffices@bellsouth.
net or FAX to Dusty: 305-935-1717.

FT Psychiatrist position with Behavioral
Health Services of South Georgia. Provides
evaluation and treatment for MH/AD disorders.
Comprehensive psychiatric evaluations and di-
agnoses and ongoing treatment. Team approach
und Psychosocial Rehabilitation model. Service
area includes Cook, Lowndes and Tift counties
in South GA. Current medical license to practice
psychiatry in GA required. Computer skills plus
EMR system use required. Send CV to BHSGA,
3120 N Oak St Ext, Suite C, Valdosta, GA
31602, AT'TN: HR Mgr or email to mcorbett@
bhsga.com.

Tired of managed care and spending less time
with patients and more on paperwork?

Dwight D. Eisenhower Army Medical Cen-
ter, Behavioral Health Care Line (Joint Com-
mission accredited) at Fort Gordon, Georgia is
seeking Board Certified Psychiatrists with an
active and valid medical license for Department
of Defense positions. Medical license in Georgia
is not necessary for this federal position. Outpa-
tient positions for the evaluation and treatment
of active duty service members with posttrau-
matic stress disorder, substance addiction, de-
pression, chronic pain, and other psychiatric
disorders are available. The following positions
are also available: Clinical Director, Clinical
Health Psychologist, Licensed Clinical Social
Workers, Certified Recreational Therapist, and
Certified Occupational Therapist for an Inpa-
tient Substance Abuse Unit and Outpatient Be-
havioral Health Services. Positions come with
full benefits including competitive salary, health
benefits, vacation, 401K, malpractice coverage,
and funds for CME. Fort Gordon is located in
Augusta, Georgia which has been designated the
most affordable city for housing in the US. Itis
home to the Masters, and is the second largest
city in Georgia, providing the amenities of a
much larger city in a smaller setting.

"To apply, contact Trish Beam at (706)787-
6377.or e-mail at trish.beam@us.army.mil.

This is your opportunity to live and work in
Hawaii!

The Adult Mental Health Division of the
State of Hawaii Department of Health is re-
cruiting psychiatrists. We have openings for
outpatient psychiatrists to work at Community
Mental Health Centers in Hilo, Kona, Maui,
and in Honolulu County, and for inpatient psy-
chiatry at the Hawaii State Hospital in Kaneohe,
on Oahu.

Employment with the State of Hawaii offers
competitive salaries and benefits. Benefits in-

clude 21 days of vacation per year, 21 days of sick
leave per year, 13 paid state holidays, liability
insurance, medical/vision/dental insurance, and
a generous pension plan with vesting after 5
years of service.

For more information about the outpatient po-
sitions, contact Mr. Wayne Law at 808-832-
5770. For the Hawaii State Hospital, contact Dr.
Jim Westphal at 808-236-8236.

Chicagoland VA Hospital seeks f/t outpt psy-
chiatrist to join dynamic, growing dept; eligible
for academic appt expected. EEOC employer,
US citizenship and electronic proficiency req.

Send c.v. to valerie.davis5@va.gov.

NW suburbs of Chicago. BHCA , the Leader
in Mental Health and substance abuse, is looking
for 2 BC/BE Psychiatrists to serve in several
roles. Outpt, inpt, C/L, research, detox, TMS.
www.Mentalhealthchicago.com. Email CV to:
Blaise2001@aol.com. 847 895-4540

IL licensed BC Adult or Child Psychiatrist
for Private Practice, Hinsdale. Part time outpa-
tient, potential for full time. Agree to be on staff
atlocal hospital, take call three times per month.
Carry own malpractice insurance, willing to be
medicare provider. Email CV to LYBURDA@
COMCASTNET.

ﬂ. Methodist

Methodist Medical Center in Peoria, Illinois
seeks two general adult Psychiatrists for its busy
behavioral health service. Methodist, a 353-bed
teaching facility affiliated with the University of
Tllinois College of Medicine, is the predominant
behavioral health caregiver in the community
and offers a full continuum of care in a modern
state-of-the-art facility. The current physicians
provide a mixture of inpatient/outpatient care
and share a reasonable call coverage situation.
An outstanding compensation and benefit pack-
age is offered.

Peoria is a great mid-size city centrally located
2 1/2 hours from Chicago and St. Louis. The
community offers affordable housing, excellent
schools, and a safe quality lifestyle notorious in
the Midwest. Please respond to: Sheri Johns,
Physician Recruiter, Methodist Medical Center
of Illinois, 800-621-8543, email: sjohns@mmci.
org. Please visit our website: www.

mymethodist.net.

Bert Nash Community
Mental Health Center, Inc

The Bert Nash Community Mental Health
Center, in Lawrence KS, has an immediate
opening for a full time adult psychiatrist for out-
patient work. Lawrence is home of the Univer-
sity of Kansas and Haskell Indian Nations Uni-
versity. Commuting distance from Kansas City
and Topeka. Visit our website www.bertnash.
org and click on Employment for more informa-
tion, or contact Karan Baucom, Human Re-
source Manager at kbaucom@bertnash.org Ph.
785-830-1734.

Adult inpatient psychiatrist. Mid Coast Hos-
pital is an independent, non-profit community
hospital located in beautiful coastal Maine one
of Maine’s most desirable regions. We are
searching for an inpatient psychiatrist for our
12-bed unit. Our team uses a multi-disciplinary
approach to treat both voluntary and involuntary
patients. This is a full-time position for a BC/
BE psychiatrist. Must have or be willing to ob-
tain certification for ECT and a waiver for sub-
oxone management. Share on-call responsibili-
ties with eight other physicians. 40-hour week.
Generous benefits, excellent work environment.
Please send letter of introduction with CV to:
mmackellar@midcoasthealth.com.
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BE/BC Adult and Child Psychiatrists
Acadia Hospital, the nation’s first Psychiatric
Magnet Hospital, is a 74 bed community-based,
full service psychiatric hospital located in Ban-
gor, Maine. We are currently recruiting for BE/
BC adult and child psychiatrists to cover our
inpatient and outpatient units. We offer acute
psychiatric care for adults and children, as well
as substance abuse programs, and have recently
opened a 10 bed psychiatric observation unit.
Acadia Hospital is a teaching site for Tufts and
University of New England medical schools.
Positions are tailored to specialty interest. Aca-
dia Hospital offers a competitive salary, full ben-
efits, moving expenses and a loan repayment
program. The area offers an international air-
port, symphony, and the University of Maine
flagship campus. Four season outdoor activities
include boating, hiking, biking, skiing and golf-
ing. The area includes excellent school systems,
affordable housing and a safe living environ-
ment. Bangor is located less than one hour from
Acadia National Park and two hours New Eng-
land’s largest ski resorts. Acadia accepts and
supports candidates working toward/on a J-1
Visa Process. Contact: Nancy Barrows at nbar-
rows@emh.org or apply on line at www.
acadiahospital.org - careers.

MARYLAND

EHP® BEHAVIORAL SERVICES, LLC

We are seeking an ambitious, board-certified
psychiatrist to assume a leadership role as the
Medical Director of a 26-bed community hos-
pital psychiatric unit.  Preference is given to
candidates who demonstrate superior interper-
sonal skills with hospital management, adminis-
trative and clinical support staff.

EHP is a multi-discipline, multi-location behav-
ioral health practice with two private offices and
an exclusive contractual agreement to provide
consultation, crisis intervention, inpatient, par-
tial hospital and outpatient services at Union
Memorial Hospital in Baltimore, Maryland. In-
dividuals will be given the opportunity to gain
experience in all phases of our operation; how-
ever, the primary initial focus will be on inpa-
tient service.

EHP offers the security of 17 years in operation.
Our compensation percentage ranges from 65%
to 80% of collections. Members may participate
in a 401K plan with up to a 3% company match,
and benefits such as health, dental, vision, short-
term disability, long-term disability and life in-
surance are available. Members who elect to join
the management track will enjoy ownership and
profit sharing opportunities.

Interested parties should forward a cover letter
and CV to: EHP at 3333 N. Calvert Street, Suite
670, Baltimore, MD 21218 via mail, 410-933-
9085 via fax or sar@psychbillinc.com via e-mail.
Should you have any questions, please feel free
to contact Steven A. Rose, RN at 410-933-9000,

extension 210.

Springfield Hospital Center is seeking Board-
certified or Board-eligible general psychiatrists
for our 350-bed MHA adult inpatient facility.
Salary is negotiable, within MHA guidelines.
Odur 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 retire-
ment program, and a truly pleasant workplace.
A Medical Services physician is always on cam-
pus to attend to patients’ somatic needs. Staff
psychiatrists are not expected to work after
hours, but some choose to supplement their sal-
ary by providing evening and weekend/holiday
coverage 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 Direc-
tor, SHC, 6655 Sykesville Road, Sykesville,
MD 21784. For questions, call (410)970-
7006 or e-mail JBook@dhmbh.state.md.us.
EOE.

MASSACHUSETTS

Starr Psychiatric Center seeks a 20-40 hr psy-
chiatrist 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.
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High Point Treatment Center is seeking a 40
hr week psychiatrist to allocate 20 hrs manag-
ing 8-beds Inpatient Psychiatric Unit and 20 hrs
allocated to outpatient services located in Plym-
outh, 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.

We are also seeking an Outpatient psychiatrist.
Up to full time in Outpatient Clinics located in
Southeastern MA. Salary ranging from $180,000
- $200,000.

If interested in either opening, please contact
Jim Horvath at 508-408-6155 or email to jim.
horvath@hptc.org.

CAMBRIDGE:
Outpatient Consultation Liaison Psychiatry
Position

PSYCHIATRIST: Cambridge Health Alliance
is seeking a half- to full-time psychiatrist to join
our outpatient Consultation-Liaison Psychiatry
Service serving a multi-ethnic and diverse pa-
tient population. The position will be focused
on clinical work and program development
within Women’s Health, Medical Specialty, and
Primary Care Clinics. The Department of Psy-
chiatry at Cambridge Health Alliance is an ap-
pointing department at Harvard Medical School.
Our public health commitment coupled with a
strong academic tradition and existing collabora-
tion with medicine, make this an ideal opportu-
nity for candidates interested in integrated
medical and psychiatric care with underserved
populations. We have strong training programs
in Primary Care, Adult and Child Psychiatry,
and Psychosomatic Medicine and innovative
educational programs for medical students.
These programs provide many opportunities for
teaching and research. Academic appointment
is anticipated, as determined by the criteria of
Harvard Medical School.

Qualifications: BC, strong clinical skills, com-
mitment to public sector populations, team ori-
ented, problem solver, interested in working
closely with primary care and medical specialists.
Fellowship training in Psychosomatic Medicine,
as well as bilingual and/or bicultural abilities, is
desirable. Interest and experience with sub-
stance use disorders preferred. We offer com-
petitive compensation and excellent benefits
package. Cambridge Health Alliance is an Equal
Employment Opportunity employer, and
women and minority candidates are strongly
encouraged to apply. CV & letter to: Susan
Lewis, Department of Psychiatry, 1493 Cam-
bridge Street, Cambridge, MA; Fax: 617-665-
1204. Email preferred: SLewis@challiance.
org.

CAMBRIDGE: Outpatient Psychiatry

OUTPATIENT PSYCHIATRIST: Cam-
bridge Health Alliance is seeking a half- to full-
time psychiatrist, to join our adult outpatient
service with integrated addictions and dual di-
agnosis programs serving a multi-ethnic and
diverse patient population. The Department of
Psychiatry at Cambridge Health Alliance is an
appointing department at Harvard Medical
School. Our public health commitment to im-
proving the health of our communities, coupled
with a strong academic tradition, make this an
ideal opportunity for candidates interested in
caring for underserved populations in a rich
clinical environment. We have strong adult and
child residency training programs which provide
many opportunities for teaching, as well as in-
novative programs for HMS students. Academic
appointment is anticipated, as determined by the
criteria of Harvard Medical School.

Qualifications: BC, strong clinical skills, com-
mitment to public sector populations, team ori-
ented, problem solver, interested in working
closely with primary care. Bilingual and/or bi-
cultural abilities are desirable. Interest and ex-
perience with dual diagnosis and/or substance
use disorders preferred. We offer competitive
compensation and excellent benefits package.
Cambridge Health Alliance is an Equal Employ-
ment Opportunity employer, and women and
minority candidates are strongly encouraged to
apply. CV & letter to: Susan Lewis, Depart-
ment of Psychiatry, 1493 Cambridge Street,
Cambridge, MA; Fax: 617-665-1204. Email
preferred: SLewis@challiance.org.

Boston North Shore—Northeast Hospital
Corp, a local nonprofit medical and psychiatric
system has openings for inpatient attending psy-
chiatrists at BayRidge Hospital and Beverly
Hospital. BayRidge Hospital is a 62 bed free-
standing psychiatric facility in Lynn, a teaching
site for Boston University School of Medicine.
At Beverly Hospital, a 240 bed community hos-
pital, a position as an attending on the 18 bed
psychiatric unit can be combined with duties on
the consultation-liaison service. At both sites,
there is no required night call (participation in
a lucrative call system is optional), a competitive
salary, and a full benefit package including gen-
erous time off as well as reimbursement for mal-
practice insurance and CME expenses. In addi-
tion, there are current openings for night and
weekend “moonlighting” psychiatrists.

Contact Barry Ginsberg, M.D.
Chief and Administrative Director
NHC Dept. of Psychiatry
60 Granite Street, Lynn MA 01904
Phone (781) 477-6964, Fax (781) 477-6967
Email- bginsber@nhs-healthlink.org
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St. Elizabeth’s Medical Center

A CARITAS FAMILY HOSPITAL

Psychiatry
St. Elizabeth’s Medical Center-BOSTON

St. Elizabeth’s Medical Center (SEMC) is seek-
ing a BC/BE Psychiatrist for a position in Bos-
ton. In addition to the 32 adult beds, there is a
new 16-bed inpatient geriatric psychiatry unit,
an outpatient clinic, partial hospital program and
a fully accredited Psychiatric Residency Pro-
gram. Our specially trained team of health care
professionals includes: Board-certified psychia-
trists, internal medicine hospitalists, clinical
social workers, geriatric and psychiatric nursing
staff, nutritionists, occupational therapists, and
physical therapists. Responsibilities will include
clinical care, and teaching residents, medical
students and physician assistants.

SEMC is a community-based 317-bed tertiary
care hospital and part of Caritas Christi Health
Care, the second largest health network in East-
ern Massachusetts. Academic appointment
available to qualified applicants. Competitive
salary and excellent fringe benefits are offered.

Interested applicants should send a current
CV, and contact information for three refer-
ences to: Christine Kady, Physician Recruiter,
at Christine.Kady@caritaschristi.org or call 617-
562-7717.

WORCESTER, DIRECTOR OF CLINICAL AND
PROFESSIONAL SERVICES

The University of Massachusetts Medical
School, Division of Public Sector Psychiatry
is seeking an experienced, board certified psy-
chiatrist to serve as CLINICAL LEADER at the
closely affiliated Worcester State Hospital
(WSH). Worcester State Hospital is a JACHO
accredited Department of Mental Health hos-
pital, providing inpatient services to patients
who require intermediate and long term care for
severe and persistent mental illness and/or acute
forensic evaluations. WSH is a short walk from
the medical school and the Brudnick Neuropsy-
chiatric Research Institute is contiguous with the
hospital. The Director of Clinical and Profes-
sional Services serves as a member of the hospi-
tal leadership, provides supervision to other
psychiatrists, and performs clinical consultations
and other patient services as needed. Candidates
should have a career interest in Public Sector
Psychiatry. Research interest and experience
would be an added qualification. Faculty ap-
pointment and teaching at the medical school
and at WSH (rotation site for 3rd year medical
students and PGY 2 residents) is part of the job.

Send letter of interest and C.V. to:
Jeffrey Geller, MD
MPH, Director, Public Sector Psychiatry,
UMMS
55 Lake Avenue North
Worcester, MA 01655
or to jeffrey.geller@umassmed.edu. AA/EOE.

Child and/or Adult Psychiatrist to join, busy,
large, established private psychiatric group prac-
tice. Work consists of outpatient psychiatric
treatment, both psychotherapy and psychophar-
macology, 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.

Medical Director/Teaching Position - Gero-
psychiatric Unit - Horizon Health, in partner-
ship with Cambridge Health Alliance (CHA), a
nationally recognized, innovative health care
system located in Cambridge, Somerville and
Boston’s Metro North area that is comprised of
three campuses and over 15 well established pri-
mary and specialty care practices, seeks a Gero-
psychiatrist for Medical Director on a 22-bed
inpatient Geropsychiatric Unit at CHA's Whid-
den Hospital Campus. This position will oversee
the provision of care on the unit, lead quality
initiatives, supervise & teach residents & other
MH trainees, and provide direct patient care.
Academic appointment, as determined by the
criteria of Harvard Medical School, is antici-
pated. Please call Terry B. Good, Horizon
Health, at 1-804-684-5661, Fax #: 804-684-
5663; Email: terry.good@horizonhealth.com.
CHA is an EEO employer, and women and mi-
nority candidates are strongly encouraged to

apply.

Great OPPORTUNITY!

Psychiatrist part-time or full-time for a well-
established private group in Jackson, MI, 30-40
minutes from Ann Arbor or Lansing. Fax re-
sume to 517-782-0310 or call 517-782-2442.

Directorship Position - An Easy Income of
$220k to $240k (Or More) - No long work-
days necessary to make a great income. Clinical
and part-time admin. responsibilities on adult
psychiatric services in the Saginaw, MI area.
C/A work is also available. Salary w/benefits or
contract arrangement available. Close to Lake
Huron. 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.

J1 and H1 Opportunities in Michigan

Adult and child psychiatrists in out-patient and
hospital practices, near Ann Arbor, Michigan.
Locations meet criteria for designated shortage
area. Please view our web site at Community-
Psychiatry.com or call (800) 244-5807 for more
information. Fax: (916) 285-0338 or Email
stephanimartinez@communitypsychiatry.com

your CV with MI in the subject line.

Region IV Mental Health Services, a com-
munity mental health center, designated as an
HSA, located in north Mississippi, is seeking to
employ two psychiatrists to work in its outpa-
tient facilities. Monday/Friday 8:00 a.m. - 5:00
p-m./ no weekends, holidays, or on call. Great
compensation package.

Call Charlie Spearman, Sr.
662-665-1000. www.timberhills.com

Small Town/Big Opportunity: Income Po-
tential $280k to $350k+ - Extremely lucrative
opportunity close to Springfield. Medical Di-
rector position—Help mold & shape this pro-
gram; Can be inpatient and nursing homes or
inpatient and outpatient work. Unitisa 10-bed
geropsychiatric program; outpatient adult &/or
geriatric. Strong hospital support for behavioral
health with plans for expansion. Please call
Terry B. Good at 1-804-684-5661, Fax #: 804-
684-5663; Email: terry.good@horizonhealth.

o
=]
IE

MONTANA

Horizon Health invites you to consider an ex-
citing practice opportunity for two NEW dis-
tinct Adult and Geriatric Inpatient Psychiatric
Units, comprised of 26 total beds in Helena,
MT. Nestled beneath the foothills of the Mon-
tana 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 every-
one 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.
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Westampton - East of Philadelphia. 2 posi-
tions. General/Addiction AND Geriatric Psy-
chiatrists. Fulltime positions - limited call!
Contact Joy Lankswert, In-house recruiter @
866-227-5415 or email joy.lankswert@uhsinc.
com.

MEDICAL CENTER

Attending Psychiatrists
Full Time, Part Time & Per Diem
On Call Coverage - Weekends/Holidays

Join the hospital as large as your
multiplicity of skills!

Bergen Regional Medical Center is the larg-
est hospital in New Jersey, spread over 65 rolling
acres in Paramus. We are seeking several Attend-
ing Psychiatrists with exceptional diagnostic,
pharmacological, counseling and team building
skills to admit and treat patients, participate in
departmental education and research, assume
administrative duties as assigned and provide
leadership in interdisciplinary treatment set-
tings.

Requirements include an MD or DO along with
completion of your residency in Behavioral
Health, valid NJ licensure to practice and to
prescribe controlled substances (DEA and
CDS). Board certification (or current active par-
ticipation in the examination process) is essential
as is formal, supervised training and/or clinical
experience.

We offer competitive compensation and full
benefits. To learn more about us andapply on-
line, visit: www.bergenregional.com or email
your CV, indicating Job Code: AP/PN to:
ahuggins@bergenregional.com or send CV
indicating Job Code to: HR Dept., Bergen Re-
gional Medical Center, 230 East Ridgewood
Ave., Paramus, NJ 07652. Fax: (201) 967-4109.
EOE.

Presbyterian Healthcare Services (PHS) in
New Mexico has openings in general adult and
child/adolescent psychiatry. PHS is New Mex-
ico’s largest private, non-profit integrated
healthcare system. The Behavioral Medicine
Program is a full-service psychiatry department
covering inpatient and outpatient care, intensive
outpatient treatment, emergency and consulta-
tive psychiatry and mental health services em-
bedded in primary care. These are full-time
employed positions with the 500+ provider Pres-
byterian Medical Group. PHS provides com-
petitive salary and benefits including malpractice
insurance and relocation allowance. Additional
information about PHS can be found at www.
phs.org.

Contact: Susan Camenisch,
Physician Recruiter, PHS
E-mail: scamenisc@phs.org
Phone: 1-866-742-7053

NEW YORK CITY & AREA

PSYCHIATRIST

Stony Brook University’s Department of
Psychiatry and Behavioral Science has a F/T
or P/T position immediately available for a
board certified/eligible psychiatrist in Univer-
sity-affiliated inpatient service located at Eastern
Long Island Hospital, 23-bed adult unit in sce-
nic Greenport, NY. Position includes faculty
appointment and academic opportunities. N.Y.
State license necessary. To apply, submit cover
letter and CV to Mark J. Sedler, M.D., MPH,
Department of Psychiatry and Behavioral Sci-
ence, Health Sciences Center, T-10, Room 020,
Stony Brook University, Stony Brook, NY
11794-8101; or fax (631) 444-1560. For a full
position description or application procedures,
visit www.stonybrook.edu/jobs (Ref. #F-6508-
10-09).

Stony Brook University/SUNY is an equal
opportunity/affirmative action employer.

PSYCHIATRIC EMERGENCY ROOM COVERAGE

Brookdale University Hospital and Medical
Center-secks BC/BE Psychiatrists for full time,
part-time, and per diem positions. Salaries and
hourly rates recently increased with differential.

Please fax CV to Seeth Vivek, M.D., at 718-
206-7169 or e-mail to SVivek@ HMC.org.

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

Long Island

College Hospital

On Call Psychiatrists: Psychiatrists, Fellows
and Senior Residents to cover days, nights,
weekends and Holidays in the Psychiatric Emer-
gency Department at the Long Island College
Hospital. Please fax resume to: THE LONG
ISLAND COLLEGE HOSPITAL, DEPART-
MENT OF PSYCHIATRY, 339 Hicks Street,
FAX: (718) 780-1827. Attn: Deborah Dwoskin,
718-780-1159.

NEW YORK STATE

Psychiatrist

Broome Co. Mental Health Dept. seeking Board
Certified Psychiatrist to work in outpatient
clinic setting. Please submit a cover letter, along
with Resume and Salary request to: BC Mental
Health Dept. Attn: A. Mack, 229-231 State
Street, 4th Floor Binghamton, NY 13901.

The Albany Medical Center (AMC) Faculty
Practice Group is currently recruiting for two
psychiatric faculty positions to join the Depart-
ment of Psychiatry: one child psychiatrist and
one general psychiatrist. Responsibilities include
patient care, didactic and clinical instruction for
residents and medical students. Participation in
clinical research is encouraged.

We are also recruiting for an additional exciting
new position with NYS Office of Mental Health
(OMH) in Albany, NY: 0.5 as Dir of Bureau of
Psych Serv and Research Institute Support, re-
porting directly to OMH Medical Dir and over-
seeing OMH-academic med ctr residency af-
filiations, assisting Med Dir in his role oversee-
ing NYS Research Institutes, devel statewide
CME; 0.5 AMC Outpatient Training Clinic.

Albany is located within easy driving distance of
Boston and New York City. It offers excellent
schools and diverse recreational and cultural op-
portunities. Please visit us at: www.amc.edu/
GreatPlace.

Send CV to: Jana Mastandrea, Physician Re-
cruitment Coordinator, Albany Medical Center,
MC 47, 47 New Scotland Ave, Albany, NY
12208; email mastanj@mail.amc.edu, (518) 262-
1333, Fax (518) 262-6996.

ELMIRA PSYCHIATRIC CENTER
Board Certified and Board Eligible Adult and
Adolescent Psychiatrists

e Inpatient & Outpatient Programs (Adult &
Children’) throughout Central New York.

* Immediate Adult Outpatient Opportunity on
the Scenic Finger Lakes.

¢ All positions Mon-Fri Days

* No managed care Insurance Demands.

* Optional on-call pay.

* Student loan forgiveness program.

¢ Excellent NYS benefits package.

* Location offers: excellent housing values; little
traffic; regional airport; Major College and
University access (Cornell); 4hr drive to NYC,
Toronto & Philadelphia.

® Lucrative Private Practice Opportunities.

For further info contact: Patricia Santulli, Di-
rector of Human Resources at: Elmira Psychi-
atric 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 re-
payment, J1 or HI 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.

St. Lawrence County Mental Health Clinic
in Canton, NY seeks full time (35 hrs/week) BC/
BE psychiatrist to join interdisciplinary treat-
ment team in providing outpatient mental health
services to both children and adults. Competi-
tive salary and excellent fringe package and mal-
practice coverage.

Canton is situated between the Adirondack foot-
hills and the St. Lawrence River Valley with four
universities nearby. St. Lawrence County is an

EO/AAE, federally designated as MHPSA.

Submit letter of interest and CV to Dan Dodge,
LCSW-R, St. Lawrence County Mental Health
Clinic, 80 State Highway 310, Suite 1, Canton,
NY 13617. Email: ddodge@co.st-lawrence.
ny.us. If you have questions, please call 315-386-
2167.

NORTH CAROLINA

Adult Staff Psychiatrist
Emergency Room Psychiatrist
Charlotte, NC

Carolinas HealthCare System has unique op-
portunities for Adult Staff Psychiatrists at its
Behavioral Health Center. The center is part of
a 874- bed regional teaching facility nestled in
the heart of Charlotte. Join an outstanding team
of psychiatrists in a very collegial working envi-
ronment.

Adult Staff Position - Inpatient and outpatient.
Emergency Room Psychiatry Position -
Work in the facility’s in-house emergency de-
partment. Rotating shifts.

Excellent benefits package which includes:

* Two weeks CME

* Paid vacation

¢ Short and long-term disability

* 401K, 457B and pension plan

Opportunity for extra income by seeing private
patients or by taking shifts in the ER
Interested applicants should email their CV
to Elaine Haskell at: elaine.haskell@caro-
linashealthcare.org or call 800-847-5084 for
more information.

EOE/AA

Wilmington, North Carolina
Psychiatry Opportunity

New Hanover Regional Medical Center
(NHRMC) seeks to hire Inpatient-based Psy-
chiatrists to provide services within the medical
center and a 62-bed Behavioral Health Hospital.
NHRMC provides inpatient and outpatient psy-
chiatric services for adults. Staff is specially
trained to evaluate and treat patients for depres-
sions, adjustment disorders, bipolar disorder,
schizophrenia, psychotic and personality disor-
ders. Inpatient units include: Dual-Diagnosis
Unit, Behavioral Medicine Unit and Progressive
Treatment Unit. Team consists of four physi-
cians and two mid-level providers. Call is 1 in
5.

Being a Southern coastal town, Wilmington of-
fers a variety of activities from an historic river-
front downtown, Thalian Hall performing arts
center, museums, beaches and water activities,
fishing, nightlife and great restaurants. Wilm-
ington offers many family oriented communities
and activities. Additionally, area schools are
identified as some of the top in the state while
the local university provides further educational
opportunities. For more information about the
Wilmington area, you may go to http://www.
wilmingtonchamber.org/.

Position is a hospital employment model with
excellent salary and benefits. Interested candi-
dates should forward their CV to Elaine Haskell,
at elaine.haskell@carolinashealthcare.org or call
800-847-5084.

FirstH ealth

THE CAROLENAS

PSYCHIATRIST
General Adult Psychiatry
Substance Abuse

FirstHealth of the Carolinas is a leading health-
care system that puts patients first. We are seek-
ing a Psychiatrist at Moore Regional Hospital
in Pinehurst, NC.

To qualify you must be a graduate from an ac-
credited school of medicine and residency pro-
gram in Psychiatry. Sub-specialty in addiction
preferred. Active NC Medical License required.

For more information and to apply online,
please visit www.firsthealth.jobs. An equal op-
portunity employer.

Appalachian State University, Boone, NC.

Counseling Center seeks staff psychiatrist to
offer outpatient services to students. Full-time
nine months, part-time summers. Excellent sal-
ary and benefits. NC license and board certifica-
tion required. To apply see http://counseling.
appstate.edu/ or contact Search chair, Dr. Carol
O’Saben, 828-262-3180 or osabencl@appstate.
edu.

ROANOKE VALLEY/LAKE GASTON:
Adult psychiatrist for private practice, primarily
outpatient. Admit to 20-bed behavioral health
unit at Halifax Regional.

Location: 1-95 corridor, northeastern NC.
Lake Gaston - 10 miles from Roanoke Rapids.
3 hours to Atlantic Ocean, 1 1/2 hours to Rich-
mond, VA, Raleigh, NC and Norfolk/Virginia
Beach. Outstanding water activities. Area pop-
ulation: 85,000.

Send letter and CV to Pam Ballew
at pballew@halifaxrmc.org.
www.visithalifax.com;
www.halifaxregional.org

Northeast Ohio Geriatric Psychiatry
Opportunity

Western Reserve Senior Care, an innovative
home visit practice that makes visits to seniors
in assisted living facilities, is recruiting for a FT
or PT BC/BE Geriatric Psychiatrist. Make a
true difference as you make visits to homebound
seniors while managing the full scope of senior
mental health issues including dementias and
mood disorders. This opportunity offers a per-
fect balance of superb lifestyle and excellent
compensation. Practice is affiliated with world
class health systems in Cleveland, OH. Full time
or part time considered. Email CV to wmills@
westernreserveseniorcare.com.

BC/BE Psychiatrists
Oregon State Hospital (OSH)
Salem, Oregon

Oregon Department of Human Services
(DHS), OSH is looking for Oregon BC/BE
Psychiatrists. OSH offers F'T, PT and flexible
opportunities in our general adult, geriatric, and
forensic programs. A generous and comprehen-
sive benefit and PERS retirement package is
included, as well as a new hospital in 2011 which
will incorporate state-of-the-art architecture,
treatment space and technology. Salary is very
competitive and includes psychiatric differential,
certification pay and opportunities for additional
on-call work. Dr. Mark Diamond, CMO, invites
you to call and/or send your CV to us today!
Phone: (503) 945-2887; email: lila.m.lokey@
state.or.us; fax: (503) 945-9910; mail: Human
Resources, 2600 Center Street NE, Salem, OR
97301-2682. Please visit our website at www.
oregon.gov/DHS/mentalhealth/osh. The State
of Oregon is an Equal Opportunity Employer.

PENNSYLVANIA

One Hour to PHILADELPHIA - Two Hours
from WASHINGTON, DC --Pretty Area -
Amish Country -and so close to several amazing
metro areas. Seeking a Psychiatrist for inpatient
work in a med/surg hospital in eastern PA near
Harrisburg. Can be primarily adult or gero or
amix of both. Offering salary/benefits, relo pkg,
and bonus plan. Please call Terry B. Good at
1-804-684-5661, Fax #: 804-684-5663; Email:
terry.good@horizonhealth.com.
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PHILADELPHIA and suburbs- Adult Psychi-
atrist-Inpatient services. Child Psychiatrist-
RTC OR Partial O/P.

CLARION:-just east of Pittsburgh. Child
Psychiatrist for inpatient & partial programs.
SHIPPENSBURG: General Psychiatrist with
interest in Dual Diagnoses.

STATE COLLEGE: Child OR General Psy-
chiatrist-Inpatient or all Outpatient. Fulltime
positions some J1 eligible. Salary & benefits.
Contact Joy Lankswert @ 866-227-5415; OR
email joy.lankswert@uhsinc.com.

Medical Director—Community Behavioral
Health, part of Philadelphia’s nationally recog-
nized Department of Behavioral Health & Men-
tal Retardation Services, currently has an excep-
tional opportunity for a Medical Director.

This senior leadership position will help us con-
tinue the system transformation initiative in
Philadelphia, while providing direction to our
team of psychiatrists and psychologists as we
work to ensure the highest quality of behavioral
healthcare to residents of the city. This highly
visible position requires a MD or DO degree, a
minimum of 10 years of direct care experience
in general psychiatry or child psychiatry, includ-
ing at least 5 years in a supervisory or manage-
ment position, PA licensure, and board certifica-
tion. Previous experience working with the
Medical Assistance population and familiarity
with MA regulations is also required.

For immediate consideration, please
submit your C.V. with salary requirements
in confidence to:

Director of Human Resources, CBH,

801 Market Street, Suite 700,
Philadelphia, PA, 19107.

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/adoles-
cent, adult and addictions psychiatrists.

There are also practice options in a traditional
psychotherapy model. Psychiatric Hospitalist
positions are available for weekday and weekend
rounding and Crisis. Excellent salaries, no on-
call nor rounding responsibilities ever and ex-
ceptional benefits package offered. Send CV to
Kevin Caputo, M.D., Vice President and Chair-
man, Department of Psychiatry, Crozer-Key-
stone Health System, One Medical Center
Blvd., Upland, PA 19013 or contact the depart-
ment manager, Kathy Waring at 610-619-7413.

TENNESSEE

EAST TENNESSEE STATE UNIVERSITY
JAMES H. QUILLEN COLLEGE OF MEDICINE
DEPARTMENT OF PSYCHIATRY & BEHAVIORAL
SCIENCES

GENERAL PSYCHIATRIST AND CHILD
PSYCHIATRIST

Full-time positions available for General Psy-
chiatrist and Child Psychiatrist. General Psy-
chiatrist position may include inpatient and/or
outpatient. Responsibilities include training of
psychiatric residents and medical students and
research activities. Salary is competitive with
funding available through the Medical School,
faculty private practice and extramural contracts.
ETSU is located in the Tri-Cities area, rated #1
place in North America in cost-of-living, crime
rate, climate and health care.

Applicants should submit a CV and two let-
ters of reference to: Merry N. Miller, M.D.,
Chair, Department of Psychiatry and Behavioral
Sciences, ET'SU, Box 70567, Johnson City TN
37614. Telephone inquiries should be made at
(423)439-2235 or e-mail at lovedayc@etsu.edu.
AA/EOE.

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 703.907.7331.
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Director Child Psychiatry Division

The Department of Psychiatry at Vanderbilt
University Medical Center is currently re-
cruiting a board certified child psychiatrist to
provide leadership to a growing division of child
psychiatry. This position responsibility will in-
clude the development of an expanding clinical
program and quality improvement initiatives.
Teaching of residents, child fellows, and medical
students will be essential facets of the position,
as well as scholarly pursuits in a specific area of
expertise.

The department staffs a child and adolescent in
patient unit, and a busy clinic of outpatient ser-
vices. Our faculty has research interests in eat-
ing disorders, PTSD, anxiety and mood disor-
ders, and autism. We currently have 19 full time
faculty members in the Division of Child and
Adolescent Psychiatry as well as 7 Child Fellows.

The successful candidate should have strong
clinical skills and an established record of schol-
arly achievement. An established program of
research and history of extramural grant funding
are highly desirable. The successful candidate
will also have evidence of leadership and dem-
onstrated ability to promote an environment
that fosters productive collaboration with col-
leagues in psychiatry and other disciplines. Can-
didates with interest and skills in this area should
send a curriculum vitae and cover letter to:

Keith G. Meador, MD,ThM, MPH
Professor and Vice-Chair for Faculty Affairs of
Psychiatry

Professor, Center for Biomedical Ethics
and Society

Vanderbilt University

1601 23rd Ave. South

Nashville, TN 37212.

Phone: (615) 936-6826

Fax: 615-343-8400
keith.meador@vanderbilt.edu.

Vanderbilt University Medical Center is
committed to affirmative action, equal
opportunity, and diversity in the workforce.

Professor - Cognitive Disorders/
Geriatric Psychiatry

The Department of Psychiatry at Vanderbilt
University Medical Center is currently re-
cruiting for a senior position in geriatric psy-
chiatry to participate in a medical center wide
initiative in Cognitive Disorders. This opportu-
nity may include a designated endowed chair for
the appropriate candidate. The position will
include opportunities to collaborate with col-
leagues across the University in research and the
development of relevant clinical and academic
programs consistent with the interests of the
successful candidate.

The successful candidate should have strong
clinical skills and an established record of schol-
arly achievement. An established program of
research and history of extramural grant funding
are highly desirable. The successful candidate
will also have evidence of leadership and dem-
onstrated ability to promote an environment
that fosters productive collaboration with col-
leagues in psychiatry and other disciplines.

Candidates with interest in this position
should send a curriculum vitae and cover let-
ter to:

Keith G. Meador, MD, MPH

Professor and Vice-Chair for Faculty Affairs in
Psychiatry

Vanderbilt University

1601 23rd Ave. South

Nashville, TN 37212

Phone: (615) 936-6826
keith.meador@vanderbilt.edu.

Vanderbilt University Medical Center is

committed to affirmative action, equal
opportunity, and diversity in the workforce.

TEXAS
Adult Psychiatrists - San Antonio, TX

Vericare (www.vericare.com) is the leader in
providing mental health services to residents of
long term care. We have immediate, salaried
positions for Adult or Geriatric Psychiatrists in
San Antonio. We offer flexible scheduling, 100%
paid malpractice, administrative support, no on
call/weekend requirement and a complete ben-
efits package. Board Certified preferred. Call
Sanel Lekic at 800-257-8715 x1166 or email
your resume/inquiry to slekic@vericare.com.

AUSTIN area: Child Psychiatrist - Residential
Treatment Program. Employed position with
salary & benefits.

MCcALLEN: Salaried employment OR Private
Practice. Inpatient & Outpatient. General Psy-
chiatrist.

WEST TEXAS San Angelo: Child Psychia-
trist. Salaried Employment or Private Practice.
DALLAS: Independent contractor for part-time
- full-tdime inpatient caseload.

Contact: Joy Lankswert, In-house recruiter
@ 866-227-5415 or email joy.lankswert@uh-

sinc.com.

JOIN OUR MISSION OF SERVICE TO OUR
COMMUNITY!

Metrocare Services is north Texas’ leading
nonprofit organization dedicated to helping
people with mental illness and developmental
disabilities live healthier lives. When you join
Metrocare Services, you play an important role
in the lives of the people we serve.

Metrocare has an exciting opportunity for a Staff
Psychiatrist in Dallas, TX. The Psychiatrist will
provide psychiatric assessments, medication
management and continuity of care for adults in
an outpatient clinic. This position has the po-
tential of a career path leading into an Associate
Medical Director’s position.

Must be a graduate from an accredited Medical
School with a specialty in psychiatry. Experience
in the delivery of mental health treatment of
adults and some leadership experience. Licensed
in the State of Texas; board eligible or certified.
Must have computer experience.

Metrocare provides an EXCELLENT compen-
sation and benefits package, including a sign-on
bonus. We offer medical, healthcare spending
account with company contributions, dental, vi-
sion, and 403(b) plan with a company match.
Other great benefits include 10 paid holidays,
generous personal leave, tuition reimbursement,
CME and licensure reimbursements, and much
more.

For immediate consideration, please submit
CV to Email: Yolanda.Ross@metrocareservices.
org, Phone: 214-743-6142, Fax (214) 630-3625,
Website: www.metrocareservices.org.

VIRGINIA COMMONWEALTH UNI-
VERSITY, School of Medicine, is recruiting
a BE/BC psychiatry educator to serve as Ambu-
latory Care Division Chair in large, financially
stable department. Duties include development
of new programs, resident and student educa-
tion, direction of general and specialty clinics,
clinical care and a significant role in overall de-
partmental leadership. Experience in academic
ambulatory care, psychiatric education and ad-
ministration desired. Ambulatory Care Clinics
are located at the VCU Medical Campus, and
have an estimated 16,000 patient visits/year.
Department of Psychiatry has over 75 full-time
faculty, 39 residents, multiple fellowships and
research centers including an addiction genetics
research center. Richmond, the State Capital,
has moderate climate and rich mix of history, a
diverse multicultural community, excellent
housing and public/private schools.

Send applications to Joel J. Silverman, M.D.,
Chairman, c¢/o Takeya McLaurin, Department
of Psychiatry, MCV/VCU Box 980710, Rich-
mond, VA 23298. Please contact Dr. Joel Silver-
man at jsilverman@mcvh-vcu.edu.

Virginia Commonwealth University is an
Equal Opportunity/Affirmative Action
employer. Men, women, persons with

disabilities, and minorities are encouraged

to apply.

Bundled Pricing is the way to save.
10% will be taken off your Psychiatric

News print ad & the APA Job Bank
when purchased together.

F5591 VTCC Director

EXCITING LEADERSHIP OPPORTU-

NITY FOR CREATIVE MENTAL

HEALTH PROFESSIONAL in a nationally

recognized psychiatric hospital for children and

adolescents located in an urban academic medi-
cal center. The Department of Psychiatry is cur-
rently seeking an individual to serve as Director
of the Virginia Treatment Center for Children

(VTCC). The Director is responsible to the

VCU Health System and to the Chair, Depart-

ment of Psychiatry for the effective management

of multiple integrated functions of VT CC.

These functions include the clinical care of in-

patients and outpatients, multi-disciplinary

teaching of students from various disciplines,
and development and implementation of mean-
ingful research. Statewide outreach to improve
children’s mental health is essential, as is main-
taining integrative teaching and clinical research
relationships within the University. Specific

VTCC duties include:

* Supervision and coordination of the Executive
Committee which include directors of Clinical
Services Operations, Medical Services, Sup-
port Services, Utilization Management and
Quality Improvement, Education and the
Business Office.

* Planning and budgeting for the Treatment
Center including establishing, monitoring, and
maintaining annual service and financial goals
and objectives.

* Ensuring that services meet standards of ac-
crediting entities and that continuous quality
improvement processes are in place.

* Working collaboratively with community
agencies/organizations to ensure children re-
ferred to the Treatment Center receive appro-
priate care and to promote the development
and delivery of comprehensive, quality services
for children/adolescents in Virginia with men-
tal health needs.

* As a faculty member in Psychiatry, the Direc-
tor is expected to perform usual faculty duties,
including teaching, research, and clinical care,
where relevant.

QUALIFICATIONS: Doctoral degree in a
mental health discipline, experience in the pro-
vision of clinical services to children/adoles-
cents/families, strong administrative experience,
including personnel and budget management,
experience in teaching and research.

Send CV to Joel Silverman, MD, Chair, VCU,
Box 980710, Richmond, VA 23298. Virginia
Commonwealth University is an Equal Oppor-
tunity/Affirmative Action employer. Women,
persons with disabilities, and minorities are en-
couraged to apply.

VIRGINIA COMMONWEALTH UNI-
VERSITY: Department of Psychiatry, School
of Medicine, 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 Addictions Fellowship. Strong programs
in psychiatric genetics, epidemiology, pharma-
cology, toxicology, and women’s health. State
funded health practitioner impairment program,
Behavioral Public Health, laboratory and com-
munity based research are active areas for col-
laboration. Wonderful work environment. De-
partment 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 out-
patient addictions programming, and an out-
standing program in Psychiatry and Primary
Care. VCU is Virginia’s largest university with
robust health science campus and 750-bed uni-
versity 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.

Send applications to Joel J. Silverman, M.D.,
Chairman, c¢/o Takeya McLaurin, Department
of Psychiatry, MCV/VCU Box 980710, Rich-
mond, VA 23298. Please contact Dr. Joel Silver-
man at (804) 828-9156 or email jsilverman@
mevh-veu.edu.

Virginia Commonwealth University is an
Equal Opportunity/Affirmative Action
employer. Men, women, persons with

disabilities, and minorities are encouraged

to apply.
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community services board

Staff Psychiatrist # 2010

Valley Community Services Board located in
the beautiful Shenandoah Valley is seeking a
Full-time BE/BC psychiatrist. This position is
100 % Outpatient, Monday - Friday. VCSB of-
fers health/dental/life insurance, paid sick and
annual leave and participation in the Virginia
Retirement System. Candidate will receive 5
days allowable for CME training plus $2,500.00
per year for educational requirements. Salary
range is $155K- $175K depending on experi-

ence.

To apply for this position, submit a CV or re-
sume along with a VCSB Employment Applica-
tion, which is available on our website, www.
vesb.org. Applications should be submitted to
Human Resources 85 Sanger’s Lane, Staunton,
VA. 24401, or e-mailed to sgray@vcsb.org or
Fax to 540-213-7501. For additional informa-
tion feel free to call 540-213-7340 or 540-213-
7559.

The University of Washington and Harbor-
view Medical Center (HMC) in Seattle, WA
is accepting applications for a hospital-based
psychiatrist at the rank of Acting Instructor or
Acting Assistant Professor. This position is 1.0
FTE and will work doing a combination of in-
patient psychiatry and hospital psychiatry con-
sultation work with a large team consisting of
another psychiatrist, psychologist, nurse and
social worker. Two half-days a week will be spent
in an ambulatory outpatient setting seeing pa-
tients. There is an MD requirement for this
position. The position will also be responsible
for teaching residents and medical students. Ap-
plication deadline is Sept 15, 2010. Start date
Jan 2, 2011 (sooner is possible).

Please send application and CV to: Peter
Roy-Byrne MD, Chief Psychiatry, Harborview
Medical Center 325 9th Ave. Box 359911, Se-
attle, WA 98104 or email roybyrne@uw.edu.
The UW is building a culturally diverse faculty
and strongly encourages applications from fe-
males and minority candidates. The UW is and
EOE/AA employer.

WEST VIRGINIA

BC/BE Psychiatrist

West Virginia University School of Medicine
Department of Behavioral Medicine and Psy-
chiatry is recruiting an entry level BC/BE psy-
chiatrist to assume a full time faculty position
for general inpatient and outpatient services,
including teaching and other scholarly activities
at Fairmont General Hospital in Fairmont,
WV. Applicants must be board certified/eligible
in Psychiatry by October 1, 2010. This non
tenure, clinical emphasis track position will offer
diverse experiences in clinical and administrative

psychiatry.

Applications will be accepted until Novem-
ber 15, 2010. Salaries are competitive and ben-
efits are excellent.

Please forward letter of interest, curriculum
vitae, and three letters of recommendation to
Carl R. Sullivan, M.D., Vice Chair, Department
of Behavioral Medicine and Psychiatry, c¢/o
Laura Blake, blakel@wvuh.com, Fax 304-293-
0230. WVU is an AA/EO employer.

Shenandoah Valley- Recruiting 3rd psychiatrist
for Behavioral Health department in multi-
disciplinary community health center 90 min-
utes from Washington/Baltimore. Experi-
ence/training in addictionology and/or child/
adolescent psychiatry a plus. Salaried position
w/ incentive compensation, standard benefits.
Approved site for Federal Loan Repayment.
Contact Tina Burns 304 596 2610, ext 1066;
tburns@svms.net FAX 304 263 0984. Visit our
website www.svms.net.

HIGHLY DESIRABLE MID-ATLANTIC REGION!

DIRECTOR OF PSYCHIATRY

A Director of Psychiatry is needed to practice
General Psychiatry and guide a 30-bed inpatient
Psychiatric Unit located in a 207-bed commu-
nity hospital. Enjoy leadership responsibilities
and practice medicine. Call will be 1:4 and is
shared with two other Psychiatrists and a Physi-
cian Assistant. A new 18-bed geriatric Psychi-
atric Unit will open in December 2010. This
exquisite community surrounded by beautiful
lakes and rolling hills is less than 30 minutes
from Morgantown and Clarksburg, 2 1/2 hours
from Pittsburgh and 3 1/2 hours from Washing-
ton, D.C. Each year thousands of outdoor en-
thusiasts converge on West Virginia’s rivers,
streams and woodlands to fish, hunt, canoe,
boat, whitewater raft and jet ski. Historic mu-
seums, traveling exhibits, concerts, stage plays
and numerous other cultural activities offer fun
for the whole family. Don’t miss out on this rare
opportunity! Contact George at (800) 243-4353
or givekich@strelcheck.com TODAY!

BC/BE Psychiatrist

West Virginia University School of Medicine
Department of Behavioral Medicine and Psy-
chiatry is recruiting an entry level BC/BE psy-
chiatrist to assume a full time faculty position
for general inpatient and outpatient services,
including teaching and other scholarly activities
at City Hospital in Martinsburg, WV. Appli-
cants must be board certified/eligible in Psy-
chiatry by June 30, 2010. This non tenure,
clinical emphasis track position will offer diverse
experiences in clinical and administrative psy-

chiatry.

Applications will be accepted until Novem-
ber 15, 2010. Salaries are competitive and ben-
efits are excellent.

Please forward letter of interest, curriculum
vitae, and three letters of recommendation to
Carl R. Sullivan, M.D., Vice Chair, Department
of Behavioral Medicine and Psychiatry, c/o
Laura Blake, blakel@wvuh.com, Fax 304-293-
0230. WVU is an AA/EO employer.

| _WISCONSIN
Luther Midelfort

Mayo Health System

Eau Claire, Wisconsin: Luther Midelfort -
Mayo Health System, is secking a BC/BE Adult
Psychiatrist with interest in inpatient and out-
patient work. The ideal physician will be col-
laborative and engaging in their approach to
patients and non-physician team members. Call
of 1:7. Outpatient unit is attached to a newly
renovated 20 bed inpatient unit.

Luther Midelfort - Mayo Health System is a
vertically integrated, physician directed hospital
and multi-specialty clinic of 250 physicians
owned by Mayo Clinic. Our physicians practice
evidence-based, protocol-driven medicine.

Eau Claire is a university community with a
metro area of 95,000, located 90 minutes east of
Minneapolis. Business Week ranked Eau Claire
as the best place to raise your kids in the State
of Wisconsin for 2009. Eau Claire was also
ranked one of the safest small cities in US
(12/09). Outstanding schools, a family oriented
community, a state with a favorable malpractice
climate, and a strong compensation and benefits
package may be expected.

For more information, contact Cyndi Edwards
800-573-2580, fax 715-838-6192, or e-mail ed-
wards.cyndi@mayo.edu . You may also visit our
website at www.luthermidelfort.org EOE
EOE.

Psychiatry Director
WI Department of Corrections

We are looking for a board-certified psychiatrist
for a full-time administrative position centered
in Madison, WI. This position is responsible
for oversight of psychiatric care within the De-
partment, including supervision of other psy-
chiatrists, development of formulary policy, and
coordination of quality improvement activities.
The position works closely with, and reports to,
the Mental Health Director (also a psychiatrist).

Starting salary: Between $215,000 and
$227,500 per year depending on qualifications
and experience, plus an excellent state benefits

package.

Qualifications: Board certification in general
psychiatry is required. Administrative and foren-
sic experience is helpful.

Application Information
For detailed job description and application
information,
please see www.wisc.jobs.

Or, for further information, contact:
Kevin Kallas, MD
Mental Health Director
608-219-6479
kevin.kallas@wisconsin.gov
We are an Equal Opportunity 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.

FELLOWSHIPS and CHIEF RESIDENCIES

in PSYGCHOSOMATIC MEDICINE
AT YALE UNIVERSITY

This ACGME-accredited one-year fellowship
has Psychosomatic Medicine Fellowship posi-
tions available at the PGY-V level or above,
starting July 1, 2011, as well as PGY-IV chief
resident positions (PGY-IV training would not
qualify for subspecialty certification). The pro-
gram offers training in consultation-liaison psy-
chiatry at Yale New Haven Hospital and at the
VA Connecticut Healthcare System. Contact
Paul Desan, MD, PhD, Yale New Haven Hos-
pital, 20 York St CB2039, New Haven, CT
06504. paul.desan@yale.edu, (203) 785-2618.

MGH Schizophrenia Fellowship

The Massachusetts General Hospital Schizo-
phrenia Program under the leadership of Dr.
Donald Goffis seeking applicants for a new and
innovative, one-year fellowship at the PGY-V
level. Now in its 2nd year, the Schizophrenia
Fellowship aims to provide a complete experi-
ence in key aspects of schizophrenia care, includ-
ing pharmacology and medical health monitor-
ing. In addition to providing direct clinical care
to patients in our first episode program, our
community clinic, and our clozapine clinic, fel-
lows participate in the MGH Schizophrenia
Program’s educational curriculum. The MGH
Schizophrenia Program is known for its research
programs, and fellows have the opportunity to
participate in ongoing projects.

Qualified applicants will have completed and
accredited psychiatry residency in the US and
have passed all necessary exams to obtain a
medical license in Massachusetts. Applications
are now being accepted for the 2011/2012 aca-
demic year.

Interested applicants should contact Oliver
Freudenreich, M.D., Director, MGH Schizo-
phrenia Fellowship. Phone (617) 912-7835, e-
mail ofreudenreich@partners.org.

PGY 5 Fellowship. In University Student Men-
tal Health At The University of Chicago. This
post-residency training program focuses on
teaching the knowledge and skills necessary to
provide mental health care to a university stu-
dent community. The program will train future
student mental health psychiatrists, and includes
mentorship by the faculty based at the Student
Counseling and Resource Service at The Uni-
versity of Chicago, an active student mental
health service staffed by six psychiatrists and
over 20 non-physician psychotherapists serving
a population of approximately 14,000 extraordi-
nary students. Clinical skills for this fellowship
include training in psychosocial treatments for
students including short-term psychotherapy,
crisis intervention, and group psychotherapies
that are particularly important in this popula-
tion, such as cognitive behavioral procrastina-
tion groups and eating disorder groups. It will
also include intensive training in the unique as-
pects of psychopharmacology in this setting,
such as addressing target symptoms without im-
pairing cognition. Other aspects of training
would be treatment of Attention Deficit Hyper-
activity Disorder, substance abuse, mood and
anxiety disorders, and first break psychotic dis-
orders. The fellowship will also include admin-
istrative aspects of student mental health. This
includes an understanding of the university’s
processing of applications for mental health dis-
ability accommodation, consultation for stu-
dents going on and off medical leave for psychi-
atric reasons, providing liaison to the Depart-
ment of Psychiatry for services provided to
students, and doing training sessions for groups
around campus who are likely to deal with trou-
bled students. The fellow will receive supervi-
sion and training on becoming a good consultant
for behavioral health issues on campus. These
consultations include inquiries by faculty, Uni-
versity staff, and peers about how to deal with
troubled students. The fellow will have experi-
ence and education on how to be an effective
mental health expert as a member of the team of
student life and student services professionals.

Please send a personal statement, curriculum
vitae, and three letters of recommendation by
February 4, 2011 to: Thomas A. M. Kramer
M.D., Director, Student Counseling and Re-
source Service, The University Of Chicago,
5737 South University, Chicago, IL 60637.

For information about the Student Counseling
and Resource Service at
The University of Chicago:
http://counseling.uchicago.edu.

STANFORD UNIVERSITY

RESEARCH TRAINING FELLOWSHIPS
IN CLINICAL PSYCHOLOGY. Stanford
University Department of Psychiatry and Be-
havioral Sciences anticipates openings for post-
doctoral fellows to begin 7/2011 and 9/2011 of
the 2011-12 academic year. NIMH-funded
training fellowships are designed for those who
plan to pursue careers in clinical research with
a specialization in adult disorders including
mood, anxiety, eating disorders, insomnia, or
related areas. These are one- to three-year posi-
tions contingent upon funding. Fellows will
participate in research projects with faculty men-
tors and are also expected to develop their own
investigations. Candidates should have a clearly
identified area of interest and demonstrated ca-
pability in scholarly research. Stipends for
NIMH training fellowships are $47,500 plus
benefits. These positions are open to PhDs and
MDs. Candidates are encouraged to contact
faculty in their area of interest before applying
(http://psychiatry.stanford.edu).

Requirements: All PhD applicants must have:
1) attended an APA-accredited graduate pro-
gram; 2) completed an APA-accredited intern-
ship; 3) completed all requirements for their
PhD prior to beginning their appointment. MD
applicants must have completed an approved
residency program. Applicants must be US citi-
zens.

To apply: Send the following as email attach-
ments to Beth Sherman (bsherman@stanford.
edu): 1) a cover letter specifying research aims;
2) your CV; 2) three letters of recommendation
sent by email directly from your recommenders
to Beth Sherman (bsherman@stanford.edu).
(Questions: bsherman@stanford.edu.) Minority
candidates are strongly encouraged to apply. Ap-
plication deadline is 1/5/2010.
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RESEARCH FELLOWSHIP IN SUBSTANCE ABUSE
M.D. or Ph.D.

Columbia University/New York State Psy-
chiatric Institute fellows receive extensive
training in clinical and/or laboratory research.
For interested psychiatrists, the fellowship has a
two-year, ACGME-accredited training program
in addiction psychiatry sponsored by Columbia
University and New York Presbyterian Hospital.
The addiction psychiatry program provides
comprehensive clinical and research training
experiences in a variety of substance abuse treat-
ment settings. Individuals with strong research
interests are encouraged to apply.

For applications:
Frances R. Levin, M.D.
Director Research Fellowship
in Substance Abuse

1051 Riverside Drive, Unit 66

New York, NY 10032

(212) 543-6105, Fax: (212) 543-6018
FRL2@columbia.edu

In accordance with Federal funding regulations,
this announcement is directed to U.S. citizens,
non-citizen nationals and foreign nationals with
permanent resident status. Columbia University
is an AA/EEO employer.

Fellowship Positions, University lllinois at
Chicago (UIC)
College of Medicine

Addiction Psychiatry Fellowship- One-year,
PGY-5 position, to begin July 1, 2011, at the
University of Illinois at Chicago, Department of
Psychiatry. Fellow will acquire expertise in treat-
ing addictions through comprehensive training
in a variety of inpatient, outpatient, and consul-
tative settings, including residential and outpa-
tient detoxification, rehabilitation, and relapse
prevention. Ethnically diverse, adolescent
through geriatric patient populations, including
dual-diagnosis patients. Opportunities for su-
pervised teaching and clinical or basic science
research in addictions. No on-site night call.
Rodney Eiger, M.D., Fellowship Director.

Behavioral Neurology/Neuropsychiatry Fel-
lowship- PGY-5 and 6 - This UCNS-accredited
program is a one- or two-year interdisciplinary
fellowship to begin July 1, 2011. Offers clinical/
research training in neurodegenerative diseases,
neuropsychiatric and neurobehavioral syn-
dromes, as well as cognitive neuroscience. Su-
pervision is provided by faculty of the UIC’s
Neuropsychiatry/Neurobehavioral Programs,
Center for Cognitive Medicine, and Neurology
faculty. Michael J. Schrift, DO, MA, Fellowship
Director.

PRIME Residency- One-year, PGY-4 position,
to begin July 1, 2011 at the Jesse Brown VA Med
Ctr/University of Illinois at Chicago, Depart-
ment of Psychiatry. The trainee will receive
psychiatric consultation-liaison training as a
member of a primary care team (PRIME) and
will educate primary care team about identifica-
tion and management of common psychiatric
disorders. Resident will participate in ongoing
didactic programs and provide care in commu-
nity-based outpatient clinics. Opportunities for
clinical research, electives in ECT, home care,
telepsychiatry, addiction and geriatric psychiatry
available. Supervision is provided by faculty
from the Depts of Psychiatry and Medicine at
JBVA Medical Center and the University of Il-
linois at Chicago.

Women’s Mental Health Fellowship- This is
a one-year, PGY 4 or 5 position, to begin July
1, 2011, at the University of Illinois at Chicago,
Department of Psychiatry. We are seeking an
exceptional candidate who wants to develop ex-
pertise in reproductive and gender-linked psy-
chiatric disorders. Our program has received
the ACP Award for Creativity in Psychiatric
Education, and the APA Gold Award in recogni-
tion of our pioneering work in women’s mental

health.

USMLE Step 3 required for all the above
positions. Detailed descriptions and applica-
tions are on the Residency web site: http://
www.psych.uic.edu/education/residents/fel-
lowships. Mail applications to: Robert W.
Marvin, MD, Dept. of Psychiatry (MC 913),
912 S. Wood St., Chicago, IL 60612. Ques-
tions to e-mail: recruit@psych.uic.edu; or by
phone: (312) 996-3583, on or before Decem-
ber 31, 2010. The UIC and JBVA are AA/
EOE.
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OREGON HEALTH & SCIENCE UNI-
VERSITY/PORTLAND VA MEDICAL
CENTER, OHSU/PVAMC in Portland, Or-
egon is recruiting Addiction Psychiatry, Geriat-
ric Psychiatry, and Psychosomatic Medicine
Fellows for the academic year beginning July I,
2011. Fellowships are ACGME-accredited at
the PGYS5 level. These are OHSU fellowships
based primarily at the PVAMC, with teaching
provided by OHSU faculty. Portland is a beau-
tiful and livable city with easy access to many
outdoor recreational activities. Detailed infor-
mation for fellowships may be found on-line at

http://www.ohsu.edu/psychiatrytraining.

* Addiction Psychiatry Fellowship. OHSU
offers two Addiction Psychiatry fellowship
positions. The fellowship is based at the Port-
land VA hospital and includes rotations in the
Opioid treatment and Buprenorphine pro-
grams, the general substance abuse treatment
programs [including co-occurring disorders],
smoking cessation, pain/addiction clinics, con-
sult/liaison, and child/adolescent. OHSU is
the site of the MARC [Methamphetamine Re-
search Center], a Node of NIDA’s Clinical
Trials Network and the One Sky Center for
Native American Addiction and Mental
Health. A second year devoted to research in
the addictions is possible for selected candi-
dates. Contact Michael Resnick MD, V3-
SATP, P.O. Box 1035, Portland, OR 97207;
Michael.Resnick@va.gov.

Psychosomatic Medicine Fellowship. Flex-
ible program with clinical and research oppor-
tunities. Training sites include ambulatory
care, specialty services, and consultation to
inpatient med/surg. Research and clinical
strengths in health services, mental disorders
in primary care, pain, end-of-life/palliative
care, ethics, Parkinson’s disease, and substance
abuse. Contact Todd Eisenberg MD, Portland
VA Med. Ctr., P.O. Box 1034 (P3MHDC),
Portland, OR 97207; Todd.Eisenberg2@va.
gov.

INOVA HEALTH
SYSTEM

Entering its 34th year, this ACGME-accred-
ited fellowship on Psychosomatic Medicine
is currently accepting applications for three
PGY-5 positions to start July 1,2011. Under
the guidance of Dr. Thomas Wise and Dr.
Catherine Crone, the fellowship offers consul-
tation-liaison training in a wide variety of med-
ical specialties in both inpatient and outpatient
settings. This includes: oncology, ob/gyn, HIV,
trauma, organ transplantation, pulmonary med-
icine, and cardiology. Didactic seminars address
clinical, biological, and psychodynamic ap-
proaches to understanding the medically ill.
Opportunities in teaching, research, and outpa-
tient psychotherapy are readily available. Train-
ing is tailored to fellow’s area of interest and
career goals. The fellowship is based at Inova
Fairfax Hospital, an 833-bed tertiary care teach-
ing facility located in the suburbs of Washing-
ton, D.C.

o

Interested individuals should contact:

Catherine Crone, M.D.

PM Fellowship Program Director

George Washington University

Medical Center

¢/o Inova Fairfax Hospital

3300 Gallows Road Falls Church, VA 22042
Phone: 703-776-3380

E-mail: cathy.crone@inova.org.

PGY 2 and PGY 4/5 Residency Positions at Yale
University

Each year the Yale University Department of
Psychiatry admits four residents at the PGY2
level. The Department also has PGY 4 and 5
positions available. Sites include the Connecti-
cut Mental Health Center, Silver Hill Hospital,
VA Connecticut Healthcare System, Yale New
Haven Hospital and Yale University Health Ser-
vices. Positions include inpatient, outpatient, ER
and C-L. Each position offers clinical and aca-
demic opportunities.

Applicants interested in PGY 2 or 4/5
positions should contact Ann Cohen
DePalma at 203.785.2095.

PRACTICE FOR SALE:

Available for purchase, an established private
Psychiatry practice. Leased office is well located
across from Texas Health Resources Hospital in
Bedford close to DFW Airport. Lots of poten-
tial for growth, doctor is retiring. Please call
817-545-8895.

Ofce Suace Ayl

N. Bethesda, MD. Available Part Time im-
mediately. Fully furnished spacious, sunny,
luxury office and waiting room in mental health
suite. This office, located in a prestigious office
building with concierge, has large windows and
offers a beautiful view. Easy access to White
Flint Mall + Metro. Call (301) 881-0433 OR
email jbgoodman1@aol.com.

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:
November 5 October 22
November 19 November 5

December 3 November 19
December 17 December 3

Candidates and Employers
Connect through the
APA Job Bank

psych.org/jobbank

Candidates

= Search the most comprehensive
online listing of psychiatric
positions at psych.org/jobbank
Register to post your resume,
receive instant job alerts, use the
career tools and more
Visit the redesigned and enhanced
APA Job Bank website to find the

ideal position!

Employers

Use the many resources of the
APA Job Bank to meet qualified
candidates and make a smart
recruitment decision

Advertise in the Psychiatric News
or Psychiatric Services classifieds
and the APA Job Bank and receive
a 10% discount on each

For more information, contact
Lindsey Fox at 703-907-7331
or classads@psych.org

number of clinical settings.

diagnostic scheme for DSM-5.

Full name

Mailing address
Job title

Preferred e-mail

DSM-5 field trials.

the American Psychiatric Association.

Volunteer for DSM-5 Field Trials

American Psychiatric Institute for Research and Education
Practice Research Network is recruiting

Practicing Psychiatrists

As the 2013 date for publication of the fifth edition of Diagnostic and
Statistical Manual of Mental Disorders (DSM-5) draws near, the research and
clinical experts working on DSM-5 will be finalizing the diagnostic criteria
and testing potential revisions and assessment tools in field trials across a

The DSM-5 Field Trials involving practicing psychiatrists will focus primar-
ily on 1) the feasibility and clinical utility of the proposed modifications

to the diagnostic criteria for a broad range of disorders in the full range of
clinical settings, and 2) the feasibility and clinical utility of cross-cutting
and diagnostic-specific dimensional measures that are incorporated into the

Practicing psychiatrists interested in volunteering for potential
participation in DSM-5 field trials should send an email to
aparesearch@psych.org with the following information:

Institution or organizational affiliation

Area of expertise (e.g., child psychiatry, geriatric psychiatry, etc.)

This information will help determine your eligibility to participate in the

For information about revisions to the DSM

please visit www.DSM5.0rg

The American Psychiatric Institute for Research and Education is a 501 (c) (3) subsidiary of
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Indispensible Resources in
Psychotherapy!

High-Yield Cognitive-Behavior
Therapy for Brief Sessions
An lllustrated Guide

DVD
Included!

Jesse H. Wright, M.D., Ph.D., Donna M.
Sudak, M.D., Douglas Turkington, M.D.,
and Michael E. Thase, M.D.

High-Yield Cognitive-Behavior Therapy for Brief
Sessions: An Illustrated Guide breaks entirely

new ground in explaining how to weave together
the powerful tools of CBT with pharmacotherapy.
Written for psychiatrists, therapists, and other
clinicians, the book details ways to enrich brief
sessions with practical CBT interventions that work
to relieve symptoms and promote wellness. A must-
read for working clinicians as well as trainees, this
book offers pragmatic solutions for the challenge of
providing effective psychotherapy in brief treatment
sessions.

2010 - 383 pages - ISBN 978-1-58562-362-4
Paperback - $74.00 - Item #62362

Handbook of Motivation and Change
A Practical Guide for Clinicians

Edited by Petros Levounis, M.D., M.A.,
and Bachaar Arnaout, M.D.

This book is a busy clinician’s guide to motivational
interviewing. With a special focus on substance use
disorders and addiction, this unique handbook equips
readers with a full understanding of the Motivational
Interviewing approach—an understanding that
readers can flexibly apply to address patients’ issues
of motivation and change even beyond substance use.
This book provides clinicians with expert insight and
information that will help them meet their patients
in the midst of the very real challenges of motivation
and lasting change.

2010 - 316 pages - ISBN 978-1-58562-370-9
Paperback - $49.00 - Item #62370

Psychodynamic Psychotherapy
for Personality Disorders
A Clinical Handbook

Edited by John F. Clarkin, Ph.D.,
Peter Fonagy, Ph.D., FB.A., and
Glen 0. Gabbard, M.D.

This well-documented and articulate manual gathers
in one place the psychodynamic psychotherapy
thinking and research on each of the Axis II
personality disorders. The book includes the work

of 22 contributing writers in addition to the three
primary authors, John F. Clarkin, Ph.D., Peter
Fonagy, Ph.D., and Glen O. Gabbard, M.D. The focus
of the book is the psychodynamic conceptualization,
assessment, and treatment of the personality
disorders as currently described in the Diagnostic
and Statistical Manual of Mental Disorders. The
authors conclude that new research and reviews
indicate that psychodynamic treatments are effective
for personality disorders, and their impact is as great
as that of cognitive-behavioral treatments.

2010 - 507 pages - ISBN 978-1-58562-355-6
Paperback - $72.00 - Item #62355

Psychotherapy Is Worth It

A Comprehensive Review of Its
Cost-Effectiveness

Edited by Susan G. Lazar, M.D.

Group for the Advancement of Psychiatry

This book reviews the stigma associated with
psychiatric illness and its true cost to society.
Psychotherapy Is Worth It examines attitudes
undermining the provision of psychiatric care
including psychotherapy and the resulting lack
of treatment leading to increased morbidity and
mortality.

2010 - 359 pages - ISBN 978-0-87318-215-7
Paperback - $60.00 - ltem #7215

American

Ph‘_x'chiatriq:
Publishing, Inc.

The First and Last Word in Psychiatry
Order Online: www.appi.org

Long-Term Psychodynamic
Psychotherapy DvD

Included!

A Basic Text, Second Edition
Core Competencies in Psychotherapy

Glen 0. Gabbard, M.D.
Series Editor: Glen 0. Gabbard, M.D.

Long-Term Psychodynamic Psychotherapy: A Basic
Text, by leading psychotherapist and educator

Glen O. Gabbard, M.D., instructs in both the core
principles of this fundamental treatment modality
and its practice in real-world treatment settings. This
second edition expands on the theoretical, technical,
and clinical issues addressed in the popular first
edition. An innovative feature of the new edition is a
companion DVD in which the author brings the text
to life, giving psychiatric residents and other mental
health professionals an invaluable glimpse of a senior
clinician at work. The DVD illustrates key clinical
problems encountered in psychiatry, psychology, or
social work and proven solutions gathered over many
years of actual clinical experience.

2010 - 233 pages - ISBN 978-1-58562-385-3
Paperback - $65.00 - Item #62385

New 20% Discount
For American Psychiatric
Association Members!

\ &
25% Discount For APA

» Members-in-Training &

~ ST -

1-800-368-5777 ® Fax: 703-907-1091 ® Email: appi@psych.org
Find us on Facebook and Twitter. ® Priority Code AH1051



KEY BENEFITS

« Broad definition of Insured includes the business entity and any present or former
4 __;I,partner, executive officer, director, stockholder or employee
-+ Payment under the policy of Defense Expenses is in addition to t»fa Limit of
Liability (except as respects information privacy coverage) Dy <3
- Reimbursement of up to $1,000 per day'?t;; loss of earnings resulting from the 1844
insured professional being away from the practice at the insurer’s request to -

assist in dé@7r claims

: We for costs incurred to defend a hearing or disciplinary action before a

Please contact The American Professional Agency, Inc. for information regarding this program. Applications,
information and rates can be obtained by calling 800-421-6694 or visiting www.americanprofessional.com
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