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Last call for APA’s 2010 annual meeting in New Orleans! The meeting runs from May 21 to May
26. Among the special presenters are actress and author Carrie Fisher and football great Terry
Bradshaw. See pages 2 and 26 for registration information. Don’t miss this opportunity to get the
latest research and clinical updates from some of the field’s most respected experts.

Managed Care Firms Sue
To Stop Federal Parity Law

The dispute centers on whether MBHOs can use certain kinds of manage-
ment strategies not imposed on medical-surgical services and still be in

compliance with the law.

ome managed behavioral health

care organizations (MBHOs) are

suing the federal government to halt
implementation of the Paul Wellstone and
Pete Domenici Mental Health Parity and
Addiction Equity Act of 2008.

The MBHOs—which include Magel-
lan Health Services Inc., Beacon Health
Strategies Inc., and Value Options—have
filed suit as the Coalition for Parity Inc.,
claiming that regulatory rules issued by
the federal government in February vio-
late the original congressional intent of
the parity legislation. The legislation
was signed into law by President Bush in
October 2008.

The suit was filed in the United States
District Court for the District of Colum-
bia on March 31. A motion for a restrain-
ing order filed by the group in April to delay
implementation of parity regulations, cur-
rently scheduled for July 1, was denied.

At press time, Irvin

“Sam” Muszynski, J.D.,
director of APA’s Office
of Healthcare Sys-
tems and Financing,
said APA—along with
some 15 other groups
organized as the Parity
Implementation Coali-

BY MARK MORAN

tion—was preparing detailed responses
to the suit in the form of an affidavit and
legal briefin support of the government’s
rulemaking to implement the parity law.
please see MIBHOs on page 27

Credit: Richard Nowitz / Courtesy New Orleans Convention and Visitors Bureau

Oregon Governor
Vetoes Bill on
Psychologist
Prescribing

The issue is liable to return in the
Oregon legislature, but legislators
may also look beyond psychologist
prescribing to examine the broad-
er issues around access to mental
health care in the state.

BY MARK MORAN

regon Gov. Ted Kulongoski (D)
vetoed a bill that would have created
a panel within the Oregon Medical
Board to make recommendations for psy-
chologistsin the state to prescribe medicine.

The veto of Oregon SB 1046 on April
8 was hailed by APA, the Oregon Medical
Association, the Oregon Psychiatric Asso-
ciation, and other medical and patient-
advocacy organizations after a legislative
cliffhanger thatinvolved intense last-min-
ute lobbying by opponents and proponents
of the legislation.

On March 29, Kulongoski issued a
“notice of possible intent to veto” the bill,
then took the next two weeks hearing
arguments for and against the bill (Psychi-
atric News, April 16).

In addition to the bill’s patient-safety
and public-health implications, a particu-

please see Oregon on page 28

More Than a Quarter of U.S. Youth
Report Underage Drinking

According to data from the National Survey on Drug Use and Health (NSDUH) 2006 to 2008, 27.6

percent of U.S. youth aged 12 to 20 reported that they drank alcohol in the prior 30 days. Underage
drinking was rarest in Utah (13.7 percent) and most common in North Dakota (40.6 percent). About
8.6 percent of the underage drinkers said they bought the alcohol themselves, which is illegal in all

50 states and the District of Columbia.

Percent of
youth

W 32.1-40.6

29.3-32.0
m 27.8-29.2
m245-274
W 13.7-244

Source: Substance Abuse and Mental Health Services Administration, The NSDUH Report, April 1, 2010
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GOVERNMENT NEWS
Some Concerns, Benefits
For Psychiatry in New Law

The new health care law includes

a range of initiatives—including some
that APA opposes—that will impact
the practices of psychiatrists and other
physicians.

Are HIT Costs Too Steep
For Small Practices?

Physician groups cite “serious
concerns” about harm to small and solo
practices in proposed regulations to gov-

ern the huge federal health I'T program.

PROFESSIONAL NEWS
Inhalant-Abuse Battles
Need M.D.s on Front Line

Federal health officials urge clinicians
to warn parents of the dangers of inhalant
use among youth. Such use is resistant to

treatment and efforts to end it.

NIMH Head Urges Revised

Relationship With Industry
NIMH Director Thomas Insel,

M.D., says conflicts of interest are
endemic in medicine, but in terms of
public trust, may be especially damaging

to psychiatry.

EDUCATION & TRAINING

New Tools Help Educators 1 O
Teach Drug Abuse Issues

Free resources help medical educators
teach students and residents how to talk

to patients about substance use problems
with confidence and competence.

BPD Remission Common, 1 5
But Recovery Much Rarer
Achieving full recovery from borderline
personality disorder is difficult for most
patients, but when it does occur, it tends
to be stable over time.

CLINICAL & RESEARCH NEWS

Brain-Region Activity 1 6
Linked to Psychopathy Trait

The brain’s reward area, the nucleus
accumbens, is especially responsive in
people who score high on one aspect of
psychopathy—impulsive antisociality.

Severe Sleep Disorder 1 8
Often Goes Untreated

Psychiatrists are urged to be alert for the
presence of obstructive sleep apnea in
their patients, a serious disorder that is
often comorbid with depression but goes
unrecognized.

Depression Not Best Signal 2 4
Of College-Dropout Risk

Psychiatric factors play an important role
in who does and does not finish college,
but a new study presents some twists on
causes and effects.
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Genome Search Reveals Clues
To Antidepressant Response

Why do some patients do well on one antidepressant but not another?
Research identifies genetic variations to explain and potentially

predict treatment response.

umerous mutations,

some of which were

found in unexpected

places in the genome,

have been linked to
therapeutic response to antidepressants
among patients with depression, a new
genomic study reported.

Research in this area hopes to explain
individual variations in patient response
to different antidepressant drugs and one
day help clinicians tailor the most effective
treatment to each patient.

This study, published online in A7P in
Advance on April 1, was part of the larger
Genome-Based Therapeutic Drugs for
Depression (GENDEP) project, a multi-
national collaboration by researchers in
the United Kingdom, Poland, Croatia,
Germany, Denmark, Italy, Belgium, Slo-
venia, Canada, and France.

More than 800 adult patients with a
diagnosis of moderate to severe unipo-
lar depression participated in the inter-
vention part of the study, and 706 of the
patients provided DNA samples for anal-
ysis. All participants were of white Euro-
pean ancestry.

Most of the participants were randomly
assigned to receive either escitalopram or
nortriptyline for 12 weeks on an open-
label basis. A minority of patients who had
contraindications to one of these antide-
pressants were assigned to the other drug.

The two drugs were chosen for their
different mechanisms of action: Escital-

APA’s 2010 Annual Meeting:

Be There!

e |fyou haven't registered for the annual meeting yet, there’s
still time! Meeting and hotel information can be accessed at
<www.psych.org/MainMenu/EducationCareerDevelopment/
Meetings/AnnualMeeting.aspx>. Also, on-site registration will

be open at these times:
Friday, May 21
Saturday-Tuesday, May 22-25
Wednesday, May 26

BY JUN YAN

opram is highly selective for inhibiting
the serotonin reuptake receptor with no
binding to the norepinephrine reuptake
receptor, while nortriptyline is a strong
inhibitor of norepinephrine reuptake
with very weak binding to the serotonin
reuptake receptor. Among the patients
who were included in the study, 394
received escitalopram and 312 received
nortriptyline.

To find genetic variations that may
significantly influence patients’ response
to either antidepressant, the research-
ers tried two approaches to uncover ties
between genetic variations and antide-
pressant response. In the first approach,
they scanned the entire genome using
more than half a million single nucleo-
tide polymorphism (SNP) markers to pick
up any signs of association. In the second
approach, they focused on variants in 72
candidate genes and the DNA regions
around these genes.

The clinical response to either antide-
pressant was measured by the change in
Montgomery-Asberg Depression Rating
Scale (MADRS) scores from baseline to
the end of treatment.

In the genomewide analysis, polymor-
phisms in the gene encoding for uronyl
2-sulphotransferase were significantly
associated with patients’ response to nor-
triptyline. This association was the stron-
gest in the entire study. Uronyl 2-sul-
photransferase is an enzyme involved in

please see Antidepressant on page 17

NEW ORLEANS, LA

MAY 22-26, 2010

PRIDE & PROMISE:
TOWARD A NEW

PSYCHIATRY

163r0 ANNUAL MEETING
AMERICAN PSYCHIATRIC ASSOCIATION

Noon-5 p.m.
7:30a.m.-4 p.m.
7:30a.m.-2 p.m.

e Please note that the meeting will be held over five days instead of the usual six—ending
on Wednesday (May 26) instead of Thursday. The full range of meeting formats (such as
symposia, workshops, seminars, and master courses) will begin on Saturday (May 22)
and run through the end of Wednesday. Plan on arriving by Friday, May 21, so you won't

miss anything.

Look throughout this issue for other important annual meeting news.
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_ from the president
Good Fiscal News for APA

s I have informed
you in earlier col-
umns, APA has

faced some difficult eco-
nomic challenges this past
year and a half. APA’s rev-
enue comes primarily from
three sources: member-
ship dues, meetings, and
publishing. In 2009, APA
witnessed an approximate
shortfall of $8 million in
revenues, from roughly
$60 million to $52 million.

Although we had budgeted for some
reduction in revenues from 2008, we had
not anticipated the precipitous decline that
occurred during 2009. As early as March
2009, we had indicators that revenues were
dropping and immediately began to take
steps to reduce spending. Despite these
efforts, by the end of the third quarter, the
revenue shortfall pointed to an anticipated
loss of $1 million for the year, and the Board
of Trustees approved using reserves to cover
it. There was little choice: there already had
been considerable cuts in spending, and we
needed to keep key operations functioning.

We have just posted the preliminary
results of APA’s financial status as of the
end of 2009 (see our annual report at
<www.psych.org/MainMenu/Newsroom/
AnnualReports.aspx>). Even with the low-
ered revenues, the hard choices we made
were effective—we finished the year with
a surplus of $1.4 million.

What accounted for the striking turn-
around? For one, the Institute on Psychi-
atric Services was more successful than
in previous years. Second, a key annual
expense we need to cover is the staff ben-
efit program—and the potential amount
is determined on the last day of the year.
The cost of this program was offset by a
very positive performance in the stock
market, and our reserves earned more than
expected because of the stock market per-
formance. For another, there was a bit of an
uptick in ad revenue and a decrease in paper
costs for APA’s major publications at year’s
end that were not expected. Last, our over-
all expenses were lower than anticipated.

Although it is a great relief to us that
this was the case, the staff and the Board
of Trustees have expended considerable
effort to see whether we could have bet-
ter anticipated the lower figure. There may
be a temptation for people to jump in and
say let us restore some of the items that
we cut. Clearly we cannot do that without
going into the red since our revenues are
still way down in terms of advertising. Just
take alook at the lack of pharmaceutical ads
in this issue of Psychiatric News. APA’s bud-
geted and actual expenses for 2010 need to
be managed carefully. We will have a bet-
ter sense of where we stand after the 2010
annual meeting in New Orleans. I urge all
of you to attend the meeting—it has many
truly superb sessions covering a wide range
of scientific and clinical topics.

Reorganization Update
As you may know, APA is a 501(c)(6)

not-for-profit organization and has three

BY ALAN F. SCHATZBERG, M.D.

501(c)(3) business affili-
ates—American Psychiat-
ric Publishing Inc. (APPI),
American Psychiatric Insti-
tute for Research and Edu-
cation (APIRE), and Amer-
ican Psychiatric Foundation
(APF). This structure is
highly complex, expensive
to run, and at times very
inefficient. We must file
many more tax returns and
have multiple separate audits
than a simpler structure
would require. In addition, it is not optimal
in terms of aligning revenues with expenses.

In the past year and a half, we have
been working hard on a consolidation of
the three affiliates and transferring the
publishing business to APA. The result-
ing structure will be a stronger one for the
Association and will allow us to meet our
various missions more efficiently. The lead-
ership and boards of all four entities have
been extremely diligent and collaborative
in this effort, and I hope that we can soon
announce what the final structure will be
and how the organization’s various missions

will be addressed.

Psychiatric News Update

Dr. Jim Krajeski has announced that he
will be stepping down from his position
as editor in chief of Psychiatric News at the
end of the annual meeting after a dozen
years of outstanding leadership. Dr. Car-
olyn Robinowitz will assume the editor-
ship duties on an interim basis for up to
one year. We are indebted to Jim for his
superb stewardship of Psychiatric News and
to Carolyn for spelling him on his breaks
over the past year. Jim will spell Carolyn
over the next year on several issues.

The means of professional commu-
nication are changing rapidly, and we
have appointed a task force led by Dr.
Jeff Borenstein, chair of APA’s Council
on Communications, to help guide us on
the future role of Psychiatric News in APA’s
communication efforts. Our goal is to
ensure that Psychiatric News is delivering
the information you want in the formats
(print and electronic) that are most useful
to you. We anticipate asking for your feed-
back and recommendations as the process
moves forward. W

APA Needs
Your Help

APA needs its members who have billing
experience with general evaluation and
management codes (99XXX series
codes) to participate in a survey designed
to evaluate the time, complexity, and
intensity of work required to perform a
procedure, relative to other procedures
used for comparison. APA members
interested in participating in the survey
should call the Office of Healthcare
Systems and Financing at (888) 357-
7924, ext. 8593, or e-mail Becky Yowell
at byowell@psych.org.
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Sheppard Pratt

Don Ross, M.D., Medical Director
4 Psychotherapeutic Milieu

4+ Intermediate Length of Stay

4 Elegantly Appointed Environment
4+ NEW: TMS for Depression

The Retreat at Sheppard Pratt represents a depar-
ture from the crisis stabilization psychiatric treat-
ment episode. The Retreat features 16 private
rooms and baths in a setting designed for intensive
diagnosis and psychotherapeutic treatment.
Treatment includes psychopharmacology, psycho-
dynamic therapy and Eastern movement and med-
itation practice. The Retreat does not participate
with any insurance programs; all care is privately
funded and all length of stay and treatment deci-
sions are based on the expert recommendations of
the treatment team and the patient’s response.
For information, call:

410-938-4040

Visit our website: www.retreatatsp.org

The NEW www.appi.org
jUSt debuted! visit today!

www.appi.org offers:

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

Detailed descriptions on more than 700 titles + subscription products
Fast and easy navigation
Enhanced search engine

My Accounr history with order and tracking information

American The First and Last Word in Psychiatry
C
gychiatric American Psychiatric Publishing, Inc.
P 1000 Wilson Boulevard, Suite 1825
Arlington, VA 22209

'ublishing, Inc.

Priority Code DH1023A
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Psychiatry Could Benefit From
Education, Workforce Changes

Psychiatrists are expected to benefit from some features of the health care
reform law, such as increased payments targeted at some physicians, while
other aspects of the new law may result in future payment cuts.

sychiatrists are likely to see
benefits accruing from some
of the features of the $938
billion reorganization of the
nation’s health care system
enacted in March, including some who
will qualify for expanded physician reim-
bursements. However, other features of
the new law were opposed by APA over
concerns that they would reduce reim-
bursements for some psychiatrists.

APA and several other physician groups
endorsed the final version of the health
care overhaul that passed Congress in
March through two separate measures
(PL111-148 and PL111-152), because it
provides vastly expanded access to pri-
vate and public health insurance, among
other major elements. Receiving less atten-
tion during the long and contentious leg-
islative battle, however, were the ways in
which some elements of the legislation will
impact psychiatrists and other physicians.

Specifically, several changes to Medicare
will increase some reimbursements. The
measure reestablishes—effective later in
2010—the expired national average “floor”
on Medicare’s geographic adjustment of
physician payments, which is commonly
known as the geographic practice cost
index. Reestablishing this floor will result
in increased reimbursements for many
rural physicians. Another Medicare pay-
ment increase to adjust for rural physicians’
practice expenses for much of 2010 and 2011
also is expected to benefit many physicians.
Taken together, the two Medicare changes
included in the health care law are expected
to benefit physicians who live in or are con-
sidering relocating to rural areas in 51 local-
ities in 42 states, Puerto Rico, and the Vir-
gin Islands, according to an APA analysis.

Among new Medicare programs
included in the law is a financial-reward
initiative for Accountable Care Organiza-
tions (ACOs) that take responsibility for
the costs and quality of care received by
their patients over a set period of time. The
measure encourages the creation of such
Medicare ACOs, which can include group-
ings of physicians, hospitals, nurse practi-
tioners, and physician assistants—among
other health care providers—with the goal
of meeting quality-of-care targets and
reducing the costs of their patients’ care
relative to spending benchmarks. ACOs
that succeed in these goals will receive a
share of the Medicare savings they achieve.

The establishment of ACOs, which are
a newer concept than medical homes, was
supported by APA. ACOs were included in
only one of the legislative versions of the
health reform and so the concept main-
tained a low profile during the extended
congressional wrangling over the complex
legislation. It’s also a program that APA
plans to follow closely, because it is rela-
tively new and has not been widely imple-
mented in large health care systems.
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BY RICH DALY

A Medicaid initiative included in the
new law would allow states to add so-called
health or medical homes to their versions
of the joint federal and state insurance
program. These health homes will aim to
improve patient health and reduce costs by
assigning a single physician to coordinate
all aspects of a patient’s care. The program
will be targeted at Medicaid enrollees with
chronic conditions, including those with
serious and persistent mental illness.

Training in Child MH Issues Addressed
The new law also includes several work-
force-development initiatives. It estab-
lishes, for example, a loan-repayment pro-
gram for clinicians who provide mental
health services to children and adolescents
within a federally designated Health Pro-

fessional Shortage Area, Medically Under-
served Area, or among a Medically Under-
served Population.

In addition, the new law authorizes a
series of mental health education and train-
ing grants to provide incentives for schools
to develop, expand, or enhance training
programs in social work, graduate psychol-
ogy, professional training in child and ado-
lescent mental health, and pre-service or
in-service training for paraprofessionals in
child and adolescent mental healtch.

“This will allow more students to go into
the field,” said Kristin Ptakowski, direc-
tor of government affairs at the American
Academy of Child and Adolescent Psychia-
try, which has long urged increased federal
funding for programs and training grants
in this field as well as loan-forgiveness pro-
grams for professionals trained in this area
of mental health care.

Potential Cuts Loom

The new law does, however, also contain
features that may have a detrimental effect
on psychiatrists. For instance it amends
the Physician Quality Reporting Initiative
(PQRI) to require all physicians partici-
pating in Medicare to report performance
measures. The law will require penalties of

1.5 percent of Medicare income beginning
in 2015 for physicians who fail to report
“successfully.”

The penalty provision was opposed by
APA, which supports the general goals of
the PQRI, because physicians have faced
significant delays in obtaining responses
from federal regulators in the existing vol-
untary PQRI program. Such delays in a
PQRI program that penalizes physicians
could result in payment cuts, but physi-
cians would not know for up to a year that
there are problems with their quality-of-
care reports.

Another part of the law opposed by APA
established the Independent Payment Advi-
sory Board (IPAB) to recommend changesin
Medicare’s physician-payment policy. The
law requires the IPAB to track spending
targets preset by the government and rec-
ommend payment reductions if costs exceed
targets. Congress could stop such future
reductions by the IPAB, but only if legisla-
tors are able to find other cuts that would
provide the same level of savings.

Some of APA’s opposition to the IPAB
stems from the law’s exemption of hospi-
tals and other health-related entities from
its recommended cuts until 2014, which

please see Workforce on page 28

Law Improves Insurance Coverage
For Those Needing MH Care

The new health care law is expected to benefit people with mental ill-
ness because of measures such as insurance coverage expansions
and protections that should allay anxiety over possible cancellation of

coverage.

nactment of the new health care
E reform law in March was celebrated

by mental health advocates, who
believe that many of its elements will ben-
efit people with varying severities of psy-
chiatric illness.

Among the signature features of the
law is a ban on the use of preexisting-con-
dition exclusions and other forms of dis-
crimination based on health status by pri-
vate health insurers. Use of such exclusions
has kept some people with mental illness
or their dependents from obtaining cov-
erage in the individual insurance market.

“Doing away with [such exclusions] is
important for all people, but especially for
people with mental illness,” APA Presi-
dent Alan Schatzberg, M.D., told Psychi-
atric News.

Until the ban on the use of preexisting
conditions goes fully into effectin 2014, the
law creates a temporary insurance program
with financial assistance for people with
preexisting conditions who have lacked
insurance for at least six months.

Other limitations on insurers include
bans on the use of lifetime or annual caps
on the dollar value of benefits beginning in
2014. Some people with serious mental ill-
ness exceeded their caps due to their need
for costly inpatient care or because they also
suffered from expensive-to-treat coexisting
nonmental illnesses. Until this provision
becomes effective, the health care overhaul
restricts annual limits that private insur-
ance plans can impose to those set by the

BY RICH DALY

secretary of Health and Human Services.

Another insurance change will require
plans to allow young adults up to age 26 to
join their parents’ policies if they don’t have
access to an insurance plan on their own.
This provision will benefit young adults
struck by the onset of mental illness in their
early 20s.

These insurance improvements are
“particularly notable given that 4 of the 10
leading causes of disability in the United
States are mental disorders, and 87 percent
of Americans cite lack of insurance cover-
age as the top reason for not seeking mental
health services,” Laurel Stine, director of
federal relations at the Bazelon Center for
Mental Health Law, told Psychiatric News.

High-Risk Pools Boost Access

The health care overhaul should espe-
cially benefit people with mental illness
who are notin the group-insurance market.

The law requires states to set up insur-
ance exchanges by 2014 where individuals
and small businesses can shop for stan-
dardized insurance packages that include
mental health care. As an interim mea-
sure until the exchanges are established,
high-risk pools will be established by next
month to cover adults with preexisting
conditions.

The new benefits will be accompanied
by new responsibilities for both individu-
als and employers. For example, virtually
all Americans must purchase health insur-
ance. However, both low-income and mid-

dle-income Americans will be eligible for
significant subsidies.

Additionally, beginning in 2014, all
employers with 50 or more workers must
offer health insurance to employees; other-
wise, they must pay a penalty based on the
number of employees who are uninsured.

Medicaid Changes Coming

Under the health care overhaul, Med-
icaid will cover 16 million more beneficia-
ries beginning in 2014. The expansion is
expected to significantly affect people with
serious mental illness, who are more likely
than the general population to have low
incomes due to their illness. Medicaid is
already the single largest payer for mental
health care in the nation. Individuals and
families with incomes of up to 133 percent
of the federal poverty level (FPL) will be
eligible for Medicaid, instead of the cur-
rent system that restricts eligibility to spe-
cific low-income groups, such as pregnant
women. (For 2010, the FPL is $22,050 for a
family of four.)

Another Medicaid change will remove
the exclusion of coverage for certain medi-
cations beginning January 1, 2014. Those
drugs include smoking-cessation treat-
ments, barbiturates, and benzodiazepines.

Psychiatric patients will benefit from
a key Medicare change that will reduce
the so-called doughnut hole that kicks
in after beneficiaries reach a certain level
of spending for their prescription medi-
cations. Beginning this year, Medicare
patients whose prescription expenses fall
within the doughnut hole ($2,830 to $4,550
for 2010) will receive a $250 rebate. Rebate
increases over the next 10 years will lower
the beneficiary co-insurance rate for this
coverage gap to the standard level for other
Medicare-covered medications.

More information on the patient-
related mental bealth components of
the health care reform law is posted at
<www.bazelon.org/issues/bealthreform/
1-26AmendedSenateSummary.pdf>. B
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WHO SHOULD PARTICIPATE
This activity is designed for clinical psychiatrists
and other healthcare professionals interested in
the management and treatment of schizophrenia.

OVERVIEW

While the exact efiology of schizophrenia is

still elusive, schizophrenia appears to reflect a
convergence of pathologic processes, one or more
genefic factors that alter the neurotransmitter
mechanisms regulating the activity of corfical
neurons, and nongenetic factors. Today,
neuroscience is flourishing with discoveries and
advances in all areas of brain function, particularly
in the diagnostic and molecular aspects. The
translation of this evidence info dlinically viable
treatments has been at times disappointing,
hampered by multiple limitations. The discovery
and development of the second-generation atypical
antipsychotics has challenged the simplicity

of the dopamine hypothesis and broadened
understanding of the pathophysiological basis

of schizophrenia. Because no one medicine or
cluss of medications has been shown to work

for all people with schizophrenia, patients and
their doctors often fry mulfiple treatment options
hefore a successful response is achieved. Many
face obstadles in achieving positive outcomes

due to challenges including differential efficacy,
side effects, lack of psychosocial and vocational
support, and patient nonadherence. Effectively
treating and managing schizophrenia remains an
important area of educational need, especially as
the understanding of this complex and devastating
disorder confinues to evolve, leading to additional
therapeutic options and refinements in evidence-
based medical management practices. This activity
will address four distinct topics of unmet need

in schizophrenia care with a focus on pracical
evidence-based strategies in therapy and the
evidence underpinning those recommendations.

LEARKING OBJECTIVES

At the conclusion of this acivity, participants should

be able to

1. Describe the challenges of CNS drug
development; understand the time, cost,
and risk of bringing new neuropharmacologic
agents to market.

2. Explain the process to translate a genetic
association study info a clinically useful test.

3. Describe the dlinical risks and benefits of
switching antipsychotic medications and apply
evidence-based strategies to adjusfing
therapeutic regimens.

4. Discuss strategies fo increase patient adherence
to clinical recommendations in the treatment
of psychasis.

ACCREDITATION STATEMENT

The American Psychiatric Association (APA)

is accredited by the Accreditation Council for
Continuing Medical Education to provide continuing
medical education for physicians.

CREDIT DESIGRATION STATERMENT

The APA designates this educational activity for

a maximum of 2 AMA PRA Category 1 Credits™.
Physicians should only claim credit commensurate
with the extent of their parficipation in the activity.

FACULTY DISCLOSURE STATEMERT
Participating faculty will disclose any industry
affiliations, sponsorships, honoraria, monetary
support, and other potentially biasing factors to
the audience.

Attendees must be registered for the APA Annual
Meeting to attend this symposium. Seating is
limited and will be based on first-come, first-
served. For more information about the meeting,
please visit the APA Web site at www.psych.org or
contact the APA toll free at 1.888.357.7924 (within
the US or Canada) or 703.907.7300.

Supported by an educational grant from

America
Dainippon Sumitomo Pharma America, Inc.




Have Regulators Underestimated
Cost of EHR Systems?

Proposed regulations to implement a federal program spurring phy-
sicians to adopt electronic medical records may have numerous
unintended effects, say APA and other medical organizations.

roposed federal regulations to

implement a massive federal

initiative aimed at convinc-

ing physicians to adopt digi-

tal patient record systems may
prove “untenable” for many small-practice
and solo-practice physicians, according to
comprehensive reviews of the regulations
submitted to the government by APA and
other physician groups.

APA joined 95 other medical groups in
a March 15 letter from the AMA to fed-
eral regulators at the Centers for Medicare
and Medicaid Services (CMS) regarding
regulations proposed in December 2009 to
govern a $19 billion federal health infor-
mation technology (HIT) program.

The proposed regulations would imple-
menta provision of the American Recovery
and Reinvestment Act to provide incentives
to physicians and hospitals to adopt costly
HIT systems, which have at their heart dig-
ital patient record programs known as elec-
tronic health record (EHR) systems.

Among the many concerns highlighted
by the AMA letter was that federal regu-

Crumbling of Social Structures Affects

BY RICH DALY

lators have underestimated the high cost
to physician practices of EHR adoption
and ongoing overall HIT system main-
tenance. Officials at CMS estimate that
EHR system adoption or upgrades of
existing systems to meet federal standards
will cost on average about $54,000 per
physician employee in a practice, while
annual maintenance will cost an average
of $10,000 per physician employee.

Once the regulations are finalized, the
federal program will provide “incentive
payments” of up to $44,000 over five years
to physicians who show “meaningful use”
of qualified EHR technology (Psychiatric
News, March 20, 2009).

But both the federal cost estimates and
proposed payments could be dwarfed by
the true cost to physicians of HI'T systems
that would comply with all of the proposed
regulations.

“[Plhysicians would need to make these
investments up front, and even those eligible
for the maximum incentives would experi-
ence costs that could exceed the maximum
incentives available,” the AMA letter noted.

Many of the AMA’s concerns were
echoed in aletter that APA Medical Direc-
tor James H. Scully Jr., M.D,, sent to fed-
eral regulators on the same day that the
AMA sentits letter.

Scully highlighted aspects of the pro-
posed federal regulations likely to hurt
small-group and solo practitioners, which
include most psychiatrists. Specifically,
Scully raised concerns that the extent and
number of proposed federal regulations
governing the use of qualifying EHRs
would impose a serious administrative
burden on smaller practices.

Additionally, APA is concerned that
the proposed regulations will require all
physicians who want federal EHR funds
to collect patient data in 25 areas not
related to mental health and record them
in the EHR systems to show “meaning-
ful use.” APA urged federal regulators to
allow physicians to collect a smaller num-
ber or none of these data types.

Additionally, APA urged the Depart-
ment of Health and Human Services to
ensure that “adequate technical support”
is put in place for what will be a techno-
logically challenging national HIT initia-
tive. This assistance should include Web
sites, toll-free telephone numbers, direct
outreach to providers, and “comprehen-
sive guidance.”

Another critical concern for psychia-
trists that Scully highlighted is the need
for adequate patient-privacy protections.
Although he praised the law’s provisions
and regulators’ efforts to ensure robust
privacy protections of sensitive informa-

tion contained in EHRs, such systems will
not be required to incorporate many of
the strongest privacy measures until 2015.
Since the EHR legislation was first debated,
APA has continued to urge regulators to
move the effective date of the required pri-
vacy protections to the first phase of the
national EHR program implementation in

“There are always con-
cerns that patients may
withhold information or
avoid treatment if they
cannot trust that privacy
of sensitive information
will be protected.”

2011. Otherwise, mental health patients in
particular—due to societal stigma against
mental health care and people with mental
illness—may not trust that their informa-
tion will be well protected.

“There are always concerns that
patients may withhold information or
avoid treatment if they cannot trust that
privacy of sensitive information will be
protected,” Scully wrote.

Federal regulators accepted thousands
of public comments on the proposed reg-
ulations by the mid-March deadline and
are expected to use them in crafting final
regulations that will be issued in several
months. Payments to qualifying physi-
cians will startin 2011.

The proposed regulations are posted at
<www.modernhealthcare.com/assets/pdf/
CH680921230.PDF>. &

Postdisaster PTSD Development

An earthquake in Peru in 2007 helps psychiatric epidemiologists better
understand how the loss of one crucial element of the social structure can

influence rates of PTSD.

Peru in 2007 left behind an all-too-
familiar scene of death and devasta-

T he earthquake that struck southwest

tion, along with a pattern of posttraumatic
stress disorder (P'T'SD) that reflected both
personal and social suffering.

The 8.0 magnitude quake’s epicen-
ter lay 60 km off the coast of the city of
Pisco (population 53,000), where 383 of
the 596 deaths were recorded. The city
also lost 70 percent of its houses, and the
electrical, water, and sewage systems were
destroyed. One of the town’s two hospi-
tals was wrecked, and only the emergency
department at the other was usable after
the earthquake.

Five months later, a team of U.S. and
Peruvian researchers surveyed adult res-
idents of Pisco to estimate the rate of
PTSD and identify any correlates with
demographic or other factors.

One in four of the city’s residents in the
sample reached the threshold for PTSD,
according to Javier Cairo, M.D., M.P.H.,
a fellow in infectious disease at the Univer-
sity of Texas M..D. Anderson Cancer Cen-
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ter in Houston, and colleagues, writing
in the March Disaster Medicine and Public
Health Preparedness.

The researchers identified 774 city
blocks in Pisco and its suburbs and then
randomly selected 150 for study.

They collected demographic data from
residents in two randomly chosen houses
in each block using the Spanish version of
the PTSD Checklist and the traumatic
events section of the Harvard Trauma
Questionnaire. Of the 298 adults sur-
veyed, 75 (25 percent) reached the thresh-
old for diagnosis of PTSD.

About 68 percent of the subjects were
women, and 84 percent were Catholic.
Half (51 percent) lost their homes in the
quake, 69 percent lost a friend or relative,
and 29 percent lost their jobs.

Among the quake victims, 64 women
(32 percent) and 11 men (12 percent)
were diagnosed with PTSD. The over-
all PTSD prevalence of 25 percent in the
city met a commonly accepted standard
for “moderate” impact of a disaster, said
the authors.

However, the categorical approach used
by the authors may underestimate expo-
sure and prevalence, said Armen Goenjian,
M.D., aresearch professor of psychiatry at
the Geffen School of Medicine at UCLA.
Goenjian has studied the psychiatric after-
effects of an earthquake in Armenia and a
hurricane in Nicaragua.

“PTSD is not black and white. It’s a
spectrum of symptoms,” said Goenjian in
an interview. “If you just have yes-or-no
questions, you can miss a lot.”

Nevertheless, after adjustment for a list
of factors associated with the disaster, the
researchers found five factors that signifi-
cantly correlated with PTSD (see table).

Female quake survivors were five times
more likely than men to have PTSD.
Women in general have higher rates of

PTSD Associated
With Five Factors
After adjustment, five variables proved significantly

related to a diagnosis of posttraumatic stress disorder
among survivors of Peru’s 2007 earthquake.

Factor Rgﬂﬁ P

Female sex 5.35 | 0.0001
Lack of food/water 2.20 | 0.0147
Loss of church 22.03 | 0.0036
Injury 3.68 | 0.0040
e o 0.77 | 0.0478

Source: Javier Cairo, M.D., et al., Disaster Medicine
and Public Health Preparedness, March 2010

PTSD after trauma, but the authors also
suggested that the added burdens of pro-
viding care for others after the disaster
might contribute to that fact.

Factors that may have heightened the
trauma worsened the earthquake vic-
tims’ risk for PTSD. For example, loss of
food and water after the quake doubled
the chance of PTSD, and physical injury
nearly quadrupled the risk. The survey did
not include the most severely injured sur-
vivors, because they were transported to
Lima for treatment.

Loss of food, housing, water, and other
basics disproportionately affect the poor,
said Goenjian.

“Recovery is also slower for poor peo-
ple,” he said. “It may represent not more
PTSD per se, but just more adversities.
Adversities retard recovery, but they don’t
cause PTSD.”

Nearly all the respondents (254 out of
298) lost their local church. That loss was
associated with an odds ratio of 22 among
those with PTSD.

“We believe that the disproportionate
prevalence of PTSD seen among Catholics
was most likely secondary to the destruc-
tion of the city’s [three] Catholic churches
during the earthquake,” wrote the authors.
“In addition to the churches providing a
place to worship, religious congregations
can provide an important resource for cop-
ing with the negative impact of a disaster.”

“Religion is a powerful tool and can be a
solace when people are vulnerable,” agreed

please see PTSD on page 29
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WHO SHOULD PARTICIPATE

This activity is designed for clinical psychiatrists and other healthcare professionals
interested in the assessment and management of major depressive disorder in
medically ill patients.

OVERVIEW

Half of patients with major depressive disorder (MDD) have a coexisting medical
illness. Comorbidities are associated with poorer clinical outcomes, including a
slower response to freatment, a greater chance of treatment resistance, and a
higher risk of relapse following successful freatment. Recent research has improved
our understanding of how best to diagnose and manage depressed, medically

ill patients. A key first step is the successful identification of depressive illness in the
medicdlly ill patient. Dr. Richard C. Shelton will review evidence-based strategies
to identify MDD and monitor freatment response in this challenging population,
with a focus on particularly relevant medical illnesses such as diabetes. Emerging
evidence supports the role of cytokines and the inflammatory response in the
development of depressive illness. Dr. Janet M. Witte will review the results of these
and other pathophysiologic mechanisms to provide an up-to-date understanding
of the biologic underpinnings of the MDD/medical illness comorbidity.
Consideration of risk factors for poor outcomes can guide MDD freatment in the
medically ill. Dr. Bradley N. Gaynes will review available clinical trial evidence

and address how best to manage depression in this population, including
considerations of both newer pharmacotherapies and nonpharmacologic
treatments. Finally, given the greater risk of failure to remit in this group, strategies
to address treatment-resistant depression (TRD) are crucial. Dr. Maurizio Fava will
review recommendations to address patients with TRD, including findings from the
STAR*D study and the use of newer pharmacotherapies.

. Sponsored by the American Psychiatric Association

Supported by an educational grant from Lilly USA, LLC Zezy

LEARNING OBJECTIVES

At the conclusion of this activity, participants should be able to

1. lIdentify evidence-based strategies for diagnosing depression
in medically ill populations.

2. Recognize the emerging evidence supporting the role of cytokines and the
inflammatory response in the development of depressive illness.

3. Distinguish between clinical frial evidence of pharmacologic and
nonpharmacologic treatment for depression in the medically ill population,
including patients who are defined as treatment-resistant.

ACCREDITATION STATEMENT

The American Psychiatric Association (APA) is accredited by the Accreditation
Council for Continuing Medical Education to provide continuing medical
education for physicians.

CREDIT DESIGNATION STATEMENT

The APA designates this educational activity for a maximum of 2 AMA PRA
Category 1 Credits™. Physicians should only claim credit commensurate with the
extent of their participation in the activity.

FACULTY DISCLOSURE STATEMENT
Participating faculty will disclose any industry aoffiliations, sponsorships, honoraria,
monetary support, and other potentially biasing factors to the audience.

Aftendees must be registered for the APA Annual Meeting to attend this
symposium. Seating is limited and will be based on first-come, first-served.

For more information about the meeting, please visit the APA Web site at www.
psych.org or contact the APA toll free at 1.888.357.7924 (within the US

or Canada) or 703.907.7300.



Physicians Urged to Join
Battle Against Inhalant Use

Concerned that fewer teens preceive the dangers that come from using in-
halants to get high, federal officials intensify their call to educate parents
and children about the serious harm these substances pose.

high rate of potentially

deadly inhalant use among

12-year-olds is leading fed-

eral health officials to urge

clinicians to educate par-
ents on the warning signs of inhalant use
among children.

The rate of lifetime inhalant use
among 12-year-olds nationally—6.9 per-
cent—trails only the 9.8 percent rate for
alcohol use among abused substances
in this population from 2006 to 2008,
according to the results of the National
Survey on Drug Use and Health by the
Substance Abuse and Mental Health Ser-
vices Administration (SAMHSA). How-
ever, a University of Michigan study
released in December 2009 noted some
good news: past-year use among eighth
graders declined from 9.5 percentin 2005
to 8.1 percent in 2009.

Serious risks from inhalant use include
death, and up to 200 minors die each year
from inhalant use, according to Harvey
Weiss, executive director of the National
Inhalant Prevention Coalition. Inhalant
use has been linked to permanent dam-

BY RICH DALY

age to organs, including the heart and
liver, as well as nervous system and men-
tal health problems.

The easy accessibility of more than
1,000 products that have been used by
children as inhalants makes prevention
particularly challenging. And the short-
term “high” these substances provide can
make detection of abuse difficult. So clini-
cians should watch for long-term effects,
such as emotional instability, cognitive
impairment, persistent short-term mem-
ory loss, and loss of the sense of smell.
Physicians also should educate parents to
watch for such signs as chronically red or
runny eyes or nose, paint or stains on the
body or clothing, nausea, loss of appetite,
and drooling.

Educating parents and children about
the short-term and long-term dangers
of inhalant abuse may be the most effec-
tive way to reduce the number of adoles-
cents using such chemicals, said Pamela
Hyde, J.D., administrator of SAMHSA,
ata March press conference. Treatment is
difficult once the abuse becomes a long-
term behavior, she noted.

Credit: Rich Daly

Gil Kerlikowske, M.A., director of the Office of National Drug

Control Policy, joined other federal officials in March to warn
of indications that adolescent inhalant use could surge amid
low disapproval attitudes by youth.

“Parents are not used to thinking of
these products as dangerous because
they weren’t made to be inhaled,” she
said.

Physicians play an important role, too,
said Weiss. “Unless physicians ask the
right questions and are aware of inhalant
use [as a potential problem], then it might
go undetected.”

Inhalant use may be a partic-
ular issue for clinicians who treat
adolescents for substance use
problems, because minors who
abuse inhalants tend to begin
abusing drugs at a younger age,
according to Weiss. Thus, clini-
cians should watch for warning
signs among all young patients,
because there is no socioeco-
nomic, ethnic, or gender profile
that fitsa “typical” inhalant user.

Federal health officials
launched a media campaign in
March to alert clinicians about
adolescentinhalant abuse. They
said at the March press confer-
ence that the effort aims to
build on previous initiatives
to raise awareness and fur-
ther reduce inhalant use. They
credit a recent decline in inhal-
ant use among Texas teens to a
statewide education effort there.
However, some fear that recent
surveys showing a drop in the
perceived danger of inhalant
use among teens may portend
an increase in use.

“When the perceptions of
risk decline, we usually see an increase
in abuse,” said Timothy Condon, Ph.D.,
deputy director of the National Insti-
tute on Drug Abuse, during the press
conference.

Information on the clinician educa-
tion effort through the National Inbalant
Prevention Coalition is posted at <wwuw.
inbalants.org>. W

Funding Cuts Threaten Future
Of Police Intervention Programs

Programs that police departments use to help them better deal with people
who have mental iliness are gaining popularity, and a new report suggests
factors that can make those programs successful.

n increasing variety of police pro-
A grams for responding to emergen-
cies involving people with a serious
mental illness has emerged over the last 20
years. A report prepared for the Depart-
ment of Justice has now pinpointed char-
acteristics of programs that have been
successful in diffusing tense situations
between police and individuals with men-
tal illness.
Although all special response units
(SPRe), as these police programs are gen-
erally called, have common features, well-

“We definitely have con-
cerns about what would
happen to these police
programs under the
president’s budget.”

functioning programs included variations
in program designs that were tailored
to the jurisdiction’s size, demograph-
ics, mental health and law enforcement
agency resources, and relevant state laws,
according to the report that the Coun-

n PSYCHIATRIC NEWS / May 7, 2010

BY RICH DALY

cil of State Governments Justice Center
prepared for the Department of Justice.

In addition, the cities and coun-
ties that had successful programs used
approaches to forming SPRs that made
collaboration between law enforce-
ment, community members, and men-
tal health professionals a key element of
the initiatives.

Such successful programs also were
designed to address specific problems that
departments faced regarding their inter-
action with people who have a psychiat-
ric illness, such as frequent calls for service
from one individual or poor outcomes in
past situations in which police were con-
fronted with a person who was mentally ill.
Others focused their resources on neigh-
borhoods or areas to which they were fre-
quently called or on a specific population
such as homeless people with mental illness.

This first national effort to analyze
how jurisdictions develop and modify
effective approaches to police interac-
tion with those who have mental illness
came as a growing number of cities and
counties have sought to improve the out-

comes of potentially volatile situations in
which police are confronted with some-
one who appears to be mentally ill.

The earliest of the SPR approaches is
known as the Crisis Intervention Team
(CIT), which was launched in Memphis
in 1987 after local officers killed a men-
tally ill man during a confrontation. The
Memphis Police Department worked
with the local branch of the National
Alliance on Mental Illness and local
mental health professionals to teach the
police more effective and nonlethal ways
to manage interactions with people dis-
playing signs of mental illness. The CIT
approach was successful enough that an
estimated 400 CI'T programs have been
launched by local and state law enforce-
ment units nationwide.

“CITs have been extremely successful
in Tennessee and elsewhere,” said Laurel
Stine, a lobbyist for the Bazelon Center
for Mental Health Law.

In general, the CIT approach trains
police officers to use response tech-
niques that can deescalate situations
involving people with mental illness.
There are, however, different models of
SPR programs that also are successful.
One common program pairs police with
mental health professionals—known as
the co-responder model—who report to
situations involving people suspected of
being mentally ill.

The new guidance for jurisdictions
looking to add special police programs
to better serve people with mental illness
came as the leading federal program to

encourage such approaches faced diffi-
culty. The Fiscal 2011 budget proposed
by President Obama would direct the
Problem Solving Court Initiative to
absorb the Mentally Il Offender Treat-
ment and Crime Reduction program,
which provides grants to develop both
police programs and local courts for
crimes involving people with serious
mental illness. Mental health advocates
worry that the change could result in
phasing out funding for the police pro-
gram in favor of the the courts program.

“We definitely have concerns about
what would happen to these police pro-
grams under the president’s budget,”
said Stine.

Mental health advocates hope not
only to stop the proposed consolidation
but to boost the allotted annual fund-
ing for the police program from $12
million to $50 million. The increase is
needed because the number of state and
local governments seeking federal help
to launch such programs continues to far
outstrip federal resources. For instance,
due primarily to a lack of funds in both
Fiscal 2006 and Fiscal 2008, only 11 per-
cent of the grant applications for assis-
tance in planning such police programs
were approved.

“Local jurisdictions are definitely
interested in [these training programs],”
Stine said.

“Improving Responses to People
With Mental Illnesses” is posted at
<www.ojp.usdoj.gov/BFA/pdf/CSG _
LE_Tuiloring.pdf>. R



NIMH Head Wants Psychiatrists
To Rethink Industry Ties

Thomas Insel, M.D., calls for clear lines of demarcation between science
and marketing, saying it is appropriate for academic and industry investi-
gators to collaborate on science —but not on promotion of patented drugs.

set out to try to understand
whether the problems of
industry influence were
worse in psychiatry than
in other specialties, and I
came to the conclusion that we just can’t
determine that,” Thomas Insel, M.D.,
director of the National Institute of Men-
tal Health (NIMH), told Psychiatric News.

“But that’s not the key question.
Whether the problem is better or worse in
psychiatry, there is a still a problem. And
I think that [the public perception regard-
ing the problem of industry influence] is
more hurtful for psychiatry than it is for
other specialties. While this problem may
be endemic, my sense is that it probably
will do more damage to psychiatry than
in other areas of medicine. We have less
public trust to waste.”

Insel spoke with Psychiatric News fol-
lowing the publication of a commentary
in the Journal of the American Medical Asso-
ciation titled “Psychiatrists’ Relationships
With Pharmaceutical Companies: Part of
the Problem or Part of the Solution?”

In that article, Insel cited a “culture of
influence” among academic researchers,
practitioners, and pharmaceutical compa-
nies and warned against “a defiant embrace
of the status quo, in which psychiatrists
are seen asa leading source of the problem
rather than as leaders in finding the solu-
tion for financial conflicts of interest.”

Speaking with Psychiatric News, Insel
expanded on those views and reiterated
his belief that psychiatry as a profession
needs to be “out in front” of the issue of
conflict of interest. He acknowledged that
he was unfamiliar with some actions APA
has taken (Insel is not an APA member),
including requiring speakers at APA meet-
ings to disclose conflicts and monitoring
speakers at industry-supported symposia
for possible bias.

Disclosure Not Enough

Insel said, however, that he believes that
disclosure of conflicts of interest alone is
not enough and cited findings from cogni-
tive science showing that disclosure may
actually increase bias rather than work to
decrease it. “There has been a presump-
tion in the academic community and
among practitioners that somehow dis-
closure is the way to mitigate conflict of
interest,” Insel said. “I think disclosure of
conflicts is necessary but not sufficient.”

In the 7AMA article, Insel suggested
that what is needed are clear lines of
demarcation between science and mar-
keting. “The focus on financial conflicts
of interest in psychiatry is an opportunity
to take the lead in setting new standards
for interactions between all medical dis-
ciplines and industry,” Insel wrote. “Aca-
demic leaders, professional societies, and
patient-advocacy groups could turn the
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tables of public trust by developinga cul-
ture of transparency for psychiatry’s col-
laborations with industry, including the
clear separation of academic-clinical mis-
sions from industry marketing.”

Empowering Academics to Develop Drugs
So what is the future of drug develop-
ment and discovery, how should psychia-
trists and industry collaborate going for-
ward, and what is the role of NIMH?
Those questions are at the heart of a
Weblog posting Insel wrote in March on
the NIMH Web site titled “Who Will
Develop the Next Generation of Medi-
cations for Mental Illness?” In that post-
ing, he cited evidence that pharmaceu-

tical companies were pulling back from
research on central nervous system tar-
gets because of the costs and difficulty
associated with developing new drugs in
this area.

As a response, he cited some federal
government initiatives, such as the Molec-
ular Libraries Program, an effort through-
out the National Institutes of Health to
enable academic researchers to screen for
molecules that could become lead com-
pounds for drug development.

“For the last five or six years, we have
been working on empowering academic
investigators to become more involved in
drug development through specific pro-
grams at NIMH,” Insel told Psychiatric
News. “This is really the key question—
how is drug development going to happen
in the future?

“There are three answers—the first
is that NIMH can continue to do more
in drug discovery and development,” he
said. “We have experience doing research
on neglected targets—such as autism—in
which pharma may have had less interest.
Second, we can catalyze what happens in
the pharmaceutical industry by making the
kinds of discoveries that encourage pharma

to stay in the game. And we can create
opportunities for partnerships between
academic researchers and industry. It is a
gross misreading of NIMH’s position to
say that we are antagonistic to pharma or
that we don’t want academic investigators
to work with industry. It’s not true.

“But there is a difference between hav-
ing academic and industry investigators
collaborating on science and having them
collaborate on marketing,” Insel contin-
ued. “Pharmais a complex industry, and to
the extent that we are talking about drug
development, there is a lot of interest in
working together. To the extent that we
are talking about marketing of patented
compounds, that is the job of people who
work for pharma. I don’t think govern-
ment or academic researchers will gain a
lot of trust by participating in that.”

“Psychiatrists’ Relationships With
Pharmaceutical Companies: Part of the
Problem or Part of the Solution?” is
posted at <bttp://jama.ama-assn.org/cgi/
content/full/303/12/11922home>. “Who
Will Develop the Next Generation of
Medications for Mental Illness?” is posted
at <www.nimhb.nib.gov/about/director/
index.shtml>. B

Psychiatric Leaders Agree Changes Due
In Psychiatry-Industry Relationship

Recommendations of an APA work group that focused on possible con-
flicts of interest in the relationship between psychiatrists and industry will
come before the Assembly this month.

s director of the National Institute
A of Mental Health, Thomas Insel,
M.D., commands some attention.

So a commentary by Insel in the Four-
nal of the American Medical Association on
what has become one of the most conten-
tious issues in psychiatry today—psychi-
atrists’ relationships with the pharma-
ceutical industry—was bound to attract
attention (see article above).

In thatarticle he cited a “culture of influ-
ence” among academic researchers, practi-
tioners, and the pharmaceutical industry
and reviewed data about conflict of interest
and its effect on research and clinical prac-
tice. And he suggested that academic lead-
ers, specialty societies, and patient-advo-
cacy organizations could “turn the tables
of public trust by developing a culture of
transparency for psychiatry’s collabora-
tions withindustry, including the clear sep-
aration of academic-clinical missions from
industry marketing.”

APA leaders who spoke with Psychiat-
ric News said Insel’s commentary, though
tough on psychiatry, was largely accurate
and will likely have an impact.

“I think it was a very fair analysis of the
situation,” said APA past President Paul
Appelbaum, M.D. “I read him as saying
that although it’s hard to know whether
psychiatry has more problems than other
specialties with its relationships with
industry, it certainly has problems. And
that it is incumbent upon the specialty to
get out in front of those problems. I think
he is right on target.”
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Appelbaum chaired a work group
that last year formulated stringent rec-
ommendations  regarding  psychia-
trists’ interactions with industry. They
include, among others, recommenda-
tions that psychiatrists avoid participat-
ing in or attending company-supported
promotional talks unless those talks are
sponsored by organizations and insti-
tutions accredited by the Accreditation
Council on Continuing Medical Educa-
tion, avoid accepting gifts of any kind
from industry, and avoid participation in
consulting arrangements “in which they
are unlikely to make substantive contri-
butions.”

After a contentious debate last year,
the APA Assembly did not approve the
recommendations. However, they were
endorsed by the Assembly Executive
Committee in January and will return to
the Assembly for a vote this month at its
meeting in New Orleans.

“The ball is in the Assembly’s court,”
Appelbaum said. “I am hopeful that per-
haps Insel’s commentary will help to stim-
ulate the field to adopt a set of recommen-
dations. The direction in general is toward
greater recognition that relationships are
problematic and the need for guidelines to
limit adverse consequences.”

Robert Freedman, M.D., editor in
chief of the American Fournal of Psychia-
try, agreed that Insel’s perspective is accu-
rate, but indicated that the pharmaceu-
tical industry bears some of the blame
for a relationship that has gone awry. “I

think [Insel’s] conclusion is exactly the
one I would make,” Freedman said. “We
have important things to do with the
drug industry for our patients in terms of
developing new treatments. But I would
say there is a responsibility on the part of
industry with regard to overly aggressive
sales techniques that end up denigrating
the psychiatric profession. Psychiatrists’
acceptance of a role in those techniques
makes our whole profession look bad.”
Wade Myers, M.D., chair of APA’s Eth-
ics Committee, said psychiatrists’ involve-
ment with the pharmaceutical industry

“l am hopeful that
perhaps Insel’s
commentary will help
to stimulate the field to
adopt a set of
recommendations.”

had “dashed forward faster than a sound
ethical foundation could be established
underfoot.”

He added, “Some psychiatrists who
entered this arena unwittingly strayed
beyond the limits of professional mor-
als, others reportedly did so with less
naivete. The challenge we now face is to
create a transparent, ethically sustain-
able field of collaboration, cleared of the
mines of bias and financial conflicts of
interest, that is respectful of our profes-
sional values.”

Daniel Carlat, M.D., an Assembly
representative from Massachusetts who
has been vocal about conflict-of-interest
issues, called Insel’s commentary “cou-
rageous” and said he hoped it would have
an impact on the Assembly’s deliberations
this month.

“I would be very surprised if it didn’t
have a concrete effect on decision mak-
ing within APA,” Carlat said. “I think the
Assembly meeting in New Orleans could
be a turning point.” W
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Education in Substance Abuse
No Longer Missing in Action

NIDA hopes that its educational campaign aimed at trainees and medical
schools will make screening and treatment for substance use disorders

widely available in primary care.

ree resources have been made

available to medical schools

and residency programs by

the National Institute on

Drug Abuse (NIDA) to help
faculty teach students and residents about
substance abuse.

As a part of NIDA’s efforts to broaden
effective substance-related screening and
treatment in primary care settings, sev-
eral medical education curricula have
been added to the agency’s NIDAMed
Web site at <www.drugabuse.gov/coe/coe.
htm>. The curricula can be incorporated
together or selectively into medical-school
syllabuses and residency training.

Eight medical schools have partnered
with NIDA to create the educational mate-
rials, which include lectures, case studies,
faculty workshops, and videos.

The curricula are part of NIDA’
broader physician outreach initiative, Gaya
Dowling, Ph.D., deputy chief of the Science
Policy Branch in NIDA’s Office of Science
Policy and Communications, told Psychi-
atric News. The initiative involves creating
and disseminating information about sub-
stance use disorders to a range of audiences,
from physicians and medical students to
patients, to improve communication on a
subject that many find difficult to discuss.

Substance Use Affects Primary Care

Most of the curricula consist of case-
based teaching materials to help medical stu-
dents and residents understand how diagnos-
ing and treating substance use disorders are
an integral part of primary care, Dowling
emphasized. “There are so many demands
on primary care physicians,” she said, “it
is difficult to spend time on substance use.
Nevertheless, primary care physicians can-
notafford to overlook the problem.”

“Over 20 million Americans are in
need of substance abuse treatment,”
Dowling pointed out. Long-term addic-
tive behaviors such as smoking, excessive
drinking, and illicit drug use can lead to
symptoms and illnesses in the cardiovas-
cular and other organ systems and affect
overall health, she noted, but patients’
access to treatment for substance abuse is
seriously inadequate. Therefore, training
medical students and early-career gen-
eral practitioners is essential to begin to
address this large gap between needs and
available care.

“We had a lot of interest from [medi-
cal] schools on developing curricula about
treating pain appropriately and ade-
quately while managing patients at risk
for abuse. . . . This is an issue that really
resonates with the medical community,”
said Dowling.

Practicing physicians who struggle to
manage patients with substance use prob-
lems will also find the resource materi-
als useful.
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Stigma not only makes
patients reluctant to admit to
problems but also affects physi-
cians’ attitudes, said psychiatrist
and educator Barbara Schindler,
M.D.,, in an interview with Psy-
chiatric News. “The attitude
of hopelessness among physi-
cians over substance use disor-
ders impacts their willingness
to treat substance use,” she said.

Even general psychiatrists
often overlook signs of substance
use disorders, she said, not-
ing that in her clinical practice,
female patients frequently pres-
ent with dual diagnoses: a mood
disorder or posttraumatic stress
disorder with comorbid sub-
stance use problems, for example.
“Physicians have to view patients
as a whole and treat all symp-
toms,” she emphasized.

Schindler is the William Maul Measey
Chair in Medical Education, vice dean
of educational and academic affairs, and
a professor of psychiatry at Drexel Uni-
versity College of Medicine. In the teach-
ing module produced by Drexel, Schindler
gives a demonstration of initial and follow-
up visits with a typical patient played by
an actor.

Credit: Mariya Bibikova/istockphoto

Gurriculum Tackles Key Competencies
The topics in the curricula were selected
by the participating medical schools,
Dowling explained. Particularly relevant
to issues common to general medicine,

several curricula focus on prescription-
drug misuse and treating chronic pain
with opioids, which are growing concerns
in the primary care setting, according to
Dowling. In addition, Creighton Univer-
sity produced a curriculum on metham-
phetamine abuse, and the University of
North Dakota created one on substance
abuse among physicians.

Although most curricula are case-
based written materials designed for fac-
ulty members, the curriculum created by
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Drexel University contains multimedia
presentations, including video demon-
strations of clinical assessments, and lec-
tures. Italso includes videos of five patients
in recovery from alcohol or substance use
disorders being interviewed about their
experience with the disease, treatment,
relapse, and recovery.

“To actually hear from real people with
substance use disorders is very valuable for
students and residents,” said Schindler.
The images and words of people in recov-
ery are important for dispelling the nega-
tive attitude that some students and physi-
cians have toward these patients.

For this module, Drexel University
staff made use of its distance-learning
technologies. Drexel’s medical school
created a Web-based medical educa-
tion tool known as Doc.com, which can
be accessed at <webcampus.drexelmed.
edu/doccom/user>, in collaboration with
the American Academy on Communica-
tion in Healthcare. Doc.com contains
dozens of multimedia teaching mod-
ules and video-based clinical assessment
tests. Students can log on and interact
live with a standardized patient, played
by an actor or faculty member, and then
be evaluated by their professor.

Doc.com has close to 10,000 registered
users from 20 medical schools around the
world, Dennis Novack, M.D., a professor
of medicine and associate dean of medical
education at Drexel, told Psychiatric News.
Access to other modules on the Web site
requires a subscription fee to offset some
of the cost of maintaining and expand-
ing the site, but the module on substance
use, developed with support from NIDA,
is free.

“It is the most comprehensive and
compelling module to date,” said Novack.
“We hope it has an impact in changing
the behaviors, skills, and attitudes of phy-
sicians in treating these patients.”

NIDA provided approximately $60,000
to each participating school to fund cur-
riculum development.

Drexel will begin to implement the
teaching module on substance use screen-
ing and intervention in its medical school
curriculum next year and examine its
effectiveness on changing students’ atti-
tudes and competency in this area, said
Schindler.

NIDA plans to continue its collabora-
tion with the schools as well as the AMA
to “market” these teaching curricula
and develop additional content on treat-
ing addiction in general medicine, said
Dowling. “We need to convey to [medi-
cal] schools the importance of the sub-
stance use issue and integrate it into the
medical mindset.” W

Residents Learn What Makes
The Military a Unique Culture

Psychiatry residents at the University of Maryland use their annual
exploration of culture as a factor in mental health to break new ground.

Il human beings live within some

kind of culture—a term that usu-

ally encompasses race or religion or
geography. Parallel to those lie other cul-
tures. Age cohorts are well-known subcul-
tures and so are professions and workplaces.
“To be a psychiatrist requires cultural
awareness,” said Maria Trent-Watson,
M.D., a PGY-3 resident in the Depart-
ment of Psychiatry at the University of
Maryland School of Medicine in Bal-
timore. Over the last 17 years, the pro-
gram’s cultural diversity committee
has looked not only at racial and eth-
nic groups but at those defined by gen-
der, sexual orientation, immigration sta-
tus, and social class, as well as the special
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niche in U.S. society of people who have
biracial or multiracial identities.

That understanding prompted resi-
dentsin Trent-Watson’s program to choose
military culture as this year’s theme for its
annual Cultural Diversity Day in March.

An anthropologist might describe mili-
tary culture like any other, noting values,
norms, customs, traditions, languages,
symbols, and clothing, said Trent-Watson
in her introduction.

But there are intangibles, too, as in any
culture, said the first speaker of the day, an
active-duty military officer with a doctor-
ate in social work.

“Loyalty, commitment, intimacy, cohe-
sion with unit” describe the bonds that hold

military people together, explained Lt. Col.
Jeffrey Yarvis, chief of the Behavioral Health
Service at Walter Reed Army Medical Center
in Washington, D.C., and an assistant profes-
sor of family medicine and director of social
workat the Uniformed Services University of
the Health Sciences in Bethesda, Md.
Overall, this shared experience defines
members of the group and separates them
from nonmembers.
A culture also supports and protects
its members. As an example, Yarvis ran a
video clip taken in a field hospital in Iraq
of an Army captain telling his soldiers that
another man in their unit had died of his
wounds. The officer is clearly affected emo-
tionally by the loss, but does his best to rally
his men to finish their assigned mission
while saying, “I'm here for you.” It’s a tell-
ing display of the modern American mili-
tary force, where the focus on the mission is
mixed with the duty to care for each other.
In general, troops want to go back on
duty, even after some traumatic action, said
Yarvis. They don’t want to let down their
teammates. “It may harm them more if they
please see Military on page 28
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GEODON is indicated for acute treatment as monotherapy of manic or mixed episodes associated with bipolar | disorder'and for maintenance
treatment of bipolar | disorder as an adjunct to lithium or valproate. For full symptoms and diagnostic criteria, see the DSM-IV-TR® (2000).

IMPORTANT SAFETY INFORMATION

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

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

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

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

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

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

The most common adverse events associated with GEODON in bipolar
mania were somnolence, extrapyramidal symptoms, dizziness,
akathisia, and abnormal vision.

The most common adverse events (=5%) associated with GEODON
in the bipolar maintenance study were tremor and insomnia.

Please see brief summary of prescribing information on adjacent page.
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GEODON® (ziprasidone HCI) Capsules
GEODON® (ziprasidone mesylate) injection for intramuscular use
BRIEF SUMMARY: See package insert for full prescribing information.

INCREASED MORTALITY IN ELDERLY PATIENTS WITH DEMENTIA-RELATED PSYCHOSIS—Elderly
patients with dementia-related psychosis treated with antipsychotic drugs are at an increased risk
of death. Analyses of seventeen placebo-controlled trials (modal duration of 10 weeks), largely in
patients taking atypical antipsychotic drugs, revealed a risk of death in drug-treated patients of
between 1.6 to 1.7 times the risk of death in placebo-treated patients. Over the course of a typical
10-week controlled trial, the rate of death in drug-treated patients was about 4.5%, compared to
a rate of about 2.6% in the placebo group. Although the causes of death were varied, most of the
deaths appeared to be either cardiovascular (e.g., heart failure, sudden death) or infectious (e.g.,
pneumonia) in nature. Observational studies suggest that, similar to atypical antipsychotic drugs,
treatment with conventional antipsychotic drugs may increase mortality. The extent to which the
findings of increased mortality in observational studies may be attributed to the antipsychotic drug as
opposed to some characteristic(s) of the patients is not clear. GEODON (ziprasidone) is not approved
for the treatment of patients with Dementia-Related Psychosis (see WARNINGS).

INDICATIONS

GEODON is indicated for the treatment of schizophrenia, as monotherapy for the acute treatment of bipolar
manic or mixed episodes, and as an adjunct to lithium or valproate for the maintenance treatment of bipolar
disorder. GEODON intramuscular is indicated for acute agitation in schizophrenic patients.

DOSAGE AND ADMINISTRATION

Schizophrenia GEODON Capsules should be administered at an initial daily dose of 20 mg twice daily with
food. In some patients, daily dosage may subsequently be adjusted on the basis of individual clinical status up
to 80 mg twice daily. Dosage adjustments, if indicated, should generally occur at intervals of not less than 2
days, as steady-state is achieved within 1 to 3 days. In order to ensure use of the lowest effective dose, patients
should ordinarily be observed for improvement for several weeks before upward dosage adjustment. Efficacy
in schizophrenia was demonstrated in a dose range of 20 mg to 100 mg twice daily in short-term, placebo-
controlled clinical trials. There were trends toward dose response within the range of 20 mg to 80 mg twice
daily, but results were not consistent. An increase to a dose greater than 80 mg twice daily is not generally
recommended. The safety of doses above 100 mg twice daily has not been systematically evaluated in clinical
trials. Maintenance Treatment—While there is no body of evidence available to answer the question of how
long a patient treated with ziprasidone should remain on it, a maintenance study in patients who had been
symptomatically stable and then randomized to continue ziprasidone or switch to placebo demonstrated a
delay in time to relapse for patients receiving GEODON. No additional benefit was demonstrated for doses
above 20 mg twice daily. Patients should be periodically reassessed to determine the need for maintenance
treatment. Bipolar | Disorder Acute Treatment of Manic or Mixed Episodes—Dose Selection: Oral ziprasidone
should be administered at an initial daily dose of 40 mg twice daily with food. The dose may then be increased
to 60 mg or 80 mg twice daily on the second day of treatment and subsequently adjusted on the basis of
tolerance and efficacy within the range 40 mg to 80 mg twice daily. In the flexible-dose clinical trials, the mean
daily dose administered was approximately 120 mg. Maintenance Treatment (as an adjunct to lithium or
valproate)}—Continue treatment at the same dose on which the patient was initially stabilized, within the range
of 40 mg to 80 mg twice daily with food. Patients should be periodically reassessed to determine the need for
maintenance treatment. Acute Treatment of Agitation in Schizophrenia /ntramuscular Dosing—The
recommended dose is 10 mg to 20 mg administered as required up to a maximum dose of 40 mg per day.
Doses of 10 mg may be administered every two hours; doses of 20 mg may be administered every four hours
up to a maximum of 40 mg/day. Intramuscular administration of ziprasidone for more than three consecutive
days has not been studied. If long-term therapy is indicated, oral ziprasidone hydrochloride capsules should
replace the intramuscular administration as soon as possible. Since there is no experience regarding the safety
of administering ziprasidone intramuscular to schizophrenic patients already taking oral ziprasidone, the
practice of co-administration is not recommended. Ziprasidone intramuscular is intended for intramuscular use
only and should not be administered intravenously. Intramuscular Preparation for Administration GEODON for
Injection (ziprasidone mesylate) should only be administered by intramuscular injection and should not be
administered intravenously. Single-dose vials require reconstitution prior to administration. Add 1.2 mL of
Sterile Water for Injection to the vial and shake vigorously until all the drug is dissolved. Each mL of reconstituted
solution contains 20 mg ziprasidone. To administer a 10 mg dose, draw up 0.5 mL of the reconstituted solution.
To administer a 20 mg dose, draw up 1.0 mL of the reconstituted solution. Any unused portion should be
discarded. Since no preservative or bacteriostatic agent is present in this product, aseptic technique must be
used in preparation of the final solution. This medicinal product must not be mixed with other medicinal
products or solvents other than Sterile Water for Injection. Parenteral drug products should be inspected
visually for particulate matter and discoloration prior to administration, whenever solution and container permit.
Dosing in Special Populations Oral: Dosage adjustments are generally not required on the basis of age,
gender, race, or renal or hepatic impairment. GEODON is not approved for use in children or adolescents.
Intramuscular: Ziprasidone intramuscular has not been systematically evaluated in elderly patients or in
patients with hepatic or renal impairment. As the cyclodextrin excipient is cleared by renal filtration, ziprasidone
intramuscular should be administered with caution to patients with impaired renal function. Dosing adjustments
are not required on the basis of gender or race.

CONTRAINDICATIONS

QT Prolongation Because of ziprasidone’s dose-related prolongation of the QT interval and the known
association of fatal arrhythmias with QT prolongation by some other drugs, ziprasidone is contraindicated in
patients with a known history of QT prolongation (including congenital long QT syndrome), with recent acute
myocardial infarction, or with uncompensated heart failure (see WARNINGS). Pharmacokinetic/
pharmacodynamic studies between ziprasidone and other drugs that prolong the QT interval have not been
performed. An additive effect of ziprasidone and other drugs that prolong the QT interval cannot be excluded.
Therefore, ziprasidone should not be given with dofetilide, sotalol, quinidine, other Class la and Il anti-
arrhythmics, mesoridazine, thioridazine, chlorpromazine, droperidol, pimozide, sparfloxacin, gatifloxacin,
moxifloxacin, halofantrine, mefloquine, pentamidine, arsenic trioxide, levomethadyl acetate, dolasetron
mesylate, probucol or tacrolimus. Ziprasidone is also contraindicated with other drugs that have demonstrated
QT prolongation as one of their pharmacodynamic effects and have this effect described in the full prescribing
information as a contraindication or a boxed or bolded warning [see WARNINGS]. Ziprasidone is contraindicated
in individuals with a known hypersensitivity to the product.

WARNINGS

Increased Mortality in Elderly Patients with Dementia-Related Psychosis: Elderly patients with
dementia-related psychosis treated with antipsychotic drugs are at an increased risk of death.
GEODON is not approved for the treatment of dementia-related psychosis (see BOXED WARNING).

QT Prolongation and Risk of Sudden Death Ziprasidone use should be avoided in combination with other
drugs that are known to prolong the QTc interval. Additionally, clinicians should be alert to the identification of
other drugs that have been consistently observed to prolong the QTc interval. Such drugs should not be
prescribed with ziprasidone. Ziprasidone should also be avoided in patients with congenital long QT syndrome
and in patients with a history of cardiac arrhythmias (see GONTRAINDICATIONS).

QT Prolongation in Clinical Trials A study directly comparing the QT/QTc prolonging effect of oral ziprasidone
with several other drugs effective in the treatment of schizophrenia was conducted in patient volunteers. The
mean increase in QTc from baseline for ziprasidone ranged from approximately 9 to 14 msec greater than for
four of the comparator drugs (risperidone, olanzapine, quetiapine, and haloperidol), but was approximately
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14 msec less than the prolongation observed for thioridazine. In this study, the effect of ziprasidone on QTc
length was not augmented by the presence of a metabolic inhibitor (ketoconazole 200 mg twice daily). In
placebo-controlled trials, oral ziprasidone increased the QTe interval compared to placebo by approximately 10
msec at the highest recommended daily dose of 160 mg. In clinical trials the electrocardiograms of 2/2988
(0.06%) patients who received GEODON and 1/440 (0.23%) patients who received placebo revealed QTc
intervals exceeding the potentially clinically relevant threshold of 500 msec. In the ziprasidone-treated patients,
neither case suggested a role of ziprasidone. QT Prolongation and Torsade De Pointes Some drugs that
prolong the QT/QTc interval have been associated with the occurrence of torsade de pointes and with sudden
unexplained death. The relationship of QT prolongation to torsade de pointes is clearest for larger increases
(20 msec and greater) but it is possible that smaller QT/QTc prolongations may also increase risk, or increase
it in susceptible individuals. Although torsade de pointes has not been observed in association with the use of
ziprasidone in premarketing studies and experience is too limited to rule out an increased risk, there have been
rare post-marketing reports (in the presence of multiple confounding factors) (see ADVERSE REACTIONS).
A study evaluating the QT/QTec prolonging effect of intramuscular ziprasidone, with intramuscular haloperidol
as a control, was conducted in patient volunteers. In the trial, ECGs were obtained at the time of maximum
plasma concentration following two injections of ziprasidone (20 mg then 30 mg) or haloperidol (7.5 mg then
10 mg) given four hours apart. Note that a 30 mg dose of intramuscular ziprasidone is 50% higher than the
recommended therapeutic dose. The mean change in QTe from baseline was calculated for each drug, using
a sample-based correction that removes the effect of heart rate on the QT interval. The mean increase in QTc
from baseline for ziprasidone was 4.6 msec following the first injection and 12.8 msec following the second
injection. The mean increase in QTc from baseline for haloperidol was 6.0 msec following the first injection and
14.7 msec following the second injection. In this study, no patients had a QTc interval exceeding 500 msec.
As with other antipsychotic drugs and placebo, sudden unexplained deaths have been reported in patients
taking ziprasidone at recommended doses. The premarketing experience for ziprasidone did not reveal an
excess risk of mortality for ziprasidone compared to other antipsychotic drugs or placebo, but the extent of
exposure was limited, especially for the drugs used as active controls and placebo. Nevertheless, ziprasidone’s
larger prolongation of QTc length compared to several other antipsychotic drugs raises the possibility that the
risk of sudden death may be greater for ziprasidone than for other available drugs for treating schizophrenia.
This possibility needs to be considered in deciding among alternative drug products. Certain circumstances
may increase the risk of the occurrence of torsade de pointes and/or sudden death in association with the
use of drugs that prolong the QT interval, including (1) bradycardia; (2) hypokalemia or hypomagnesemia; (3)
concomitant use of other drugs that prolong the QTc interval; and (4) presence of congenital prolongation of
the QT interval. Electrolyte Disturbances May Increase The Risk of QT Prolongation It is recommended
that patients being considered for ziprasidone treatment who are at risk for significant electrolyte disturbances,
hypokalemia in particular, have baseline serum potassium and magnesium measurements. Hypokalemia (and/
or hypomagnesemia) may increase the risk of QT prolongation and arrhythmia. Hypokalemia may result from
diuretic therapy, diarrhea, and other causes. Patients with low serum potassium and/or magnesium should be
repleted with those electrolytes before proceeding with treatment. It is essential to periodically monitor serum
electrolytes in patients for whom diuretic therapy is introduced during ziprasidone treatment. Persistently
prolonged QTc intervals may also increase the risk of further prolongation and arrhythmia, but it is not clear that
routine screening ECG measures are effective in detecting such patients. Rather, ziprasidone should be avoided
in patients with histories of significant cardiovascular iliness, e.g., QT prolongation, recent acute myocardial
infarction, uncompensated heart failure, or cardiac arrhythmia. Ziprasidone should be discontinued in patients
who are found to have persistent QTc measurements >500 msec. Neuroleptic Malignant Syndrome (NMS)
A potentially fatal symptom complex sometimes referred to as Neuroleptic Malignant Syndrome (NMS) has
been reported in association with administration of antipsychotic drugs. The management of NMS should
include: (1) immediate discontinuation of antipsychotic drugs and other drugs not essential to concurrent
therapy; (2) intensive symptomatic treatment and medical monitoring; and (3) treatment of any concomitant
serious medical problems for which specific treatments are available. If a patient requires antipsychotic drug
treatment after recovery from NMS, the potential reintroduction of drug therapy should be carefully considered.
The patient should be carefully monitored, since recurrences of NMS have been reported. Tardive Dyskinesia
A syndrome of potentially irreversible, involuntary, dyskinetic movements may develop in patients undergoing
treatment with antipsychotic drugs. Although the prevalence of the syndrome appears to be highest among the
elderly, especially elderly women, it is impossible to rely upon prevalence estimates to predict, at the inception
of antipsychotic treatment, which patients are likely to develop the syndrome. If signs and symptoms of tardive
dyskinesia appear in a patient on ziprasidone, drug discontinuation should be considered. Hyperglycemia
and Diabetes Mellitus Hyperglycemia-related adverse events, sometimes serious, have been reported in
patients treated with atypical anti-psychotics. There have been few reports of hyperglycemia or diabetes in
patients treated with GEODON, and it is not known if GEODON is associated with these events. Any patient
treated with atypical antipsychotics should be monitored for symptoms of hyperglycemia.

PRECAUTIONS

Leukopenia, Neutropenia, and Agranulocytosis In clinical trial and postmarketing experience, events of
leukopenia/neutropenia and agranulocytosis (including fatal cases) have been reported temporally related to
antipsychotic agents. Possible risk factors for leukopenia/neutropenia include pre-existing low white blood cell
count (WBC) and history of drug induced leukopenia/neutropenia. Patients with a pre-existing low WBC or a
history of drug induced leukopenia/neutropenia should have their complete blood count (CBC) monitored
frequently during the first few months of therapy and should discontinue GEODON at the first sign of decline in
WBC in the absence of other causative factors. Patients with neutropenia should be carefully monitored for
fever or other symptoms or signs of infection and treated promptly if such symptoms or signs occur. Patients
with severe neutropenia (absolute neutrophil count <1000/mm3) should discontinue GEODON and have their
WBC followed until recovery. Rash In premarketing trials with ziprasidone, about 5% of patients developed rash
and/or urticaria, with discontinuation of treatment in about one-sixth of these cases. The occurrence of rash
was related to dose of ziprasidone, although the finding might also be explained by the longer exposure time in
the higher dose patients. Several patients with rash had signs and symptoms of associated systemic illness,
e.g., elevated WBCs. Most patients improved promptly with adjunctive treatment with antihistamines or steroids
and/or upon discontinuation of ziprasidone, and all patients experiencing these reactions were reported to
recover completely. Upon appearance of rash for which an alternative etiology cannot be identified, ziprasidone
should be discontinued. Orthostatic Hypotension Ziprasidone may induce orthostatic hypotension associated
with dizziness, tachycardia, and, in some patients, syncope, especially during the initial dose-titration period,
probably reflecting its « -adrenergic antagonist properties. Syncope was reported in 0.6% of the patients
treated with ziprasidone. Ziprasidone should be used with particular caution in patients with known
cardiovascular disease (history of myocardial infarction or ischemic heart disease, heart failure or conduction
abnormalities), cerebrovascular disease, or conditions which would predispose patients to hypotension
(dehydration, hypovolemia, and treatment with antihypertensive medications). Seizures In clinical trials,
seizures occurred in 0.4% of patients treated with ziprasidone. There were confounding factors that may have
contributed to the occurrence of seizures in many of these cases. As with other antipsychotic drugs, ziprasidone
should be used cautiously in patients with a history of seizures or with conditions that potentially lower the
seizure threshold, e.g., Alzheimer’s dementia. Conditions that lower the seizure threshold may be more
prevalent in a population of 65 years or older. Dysphagia Esophageal dysmotility and aspiration have been
associated with antipsychotic drug use. Aspiration pneumonia is a common cause of morbidity and mortality in
elderly patients, in particular those with advanced Alzheimer’s dementia, and ziprasidone and other antipsychotic
drugs should be used cautiously in patients at risk for aspiration pneumonia (see BOXED WARNING and
Increased Mortality in Elderly Patients with Dementia-Related Psychosis in WARNINGS).
Hyperprolactinemia As with other drugs that antagonize dopamine D2 receptors, ziprasidone elevates
prolactin levels in humans. Tissue culture experiments indicate that approximately one-third of human breast
cancers are prolactin-dependent in vitro, a factor of potential importance if the prescription of these drugs is



contemplated in a patient with previously detected breast cancer. Neither clinical studies nor epidemiologic
studies conducted to date have shown an association between chronic administration of this class of drugs and
tumorigenesis in humans; the available evidence is considered too limited to be conclusive at this time.
Potential for Cognitive and Motor Impairment Somnolence was a commonly reported adverse reaction in
patients treated with ziprasidone. In the 4- and 6-week placebo-controlled trials, somnolence was reported in
14% of patients on ziprasidone compared to 7% of placebo patients. Somnolence led to discontinuation in
0.3% of patients in short-term clinical trials. Since ziprasidone has the potential to impair judgment, thinking,
or motor skills, patients should be cautioned about performing activities requiring mental alertness, such as
operating a motor vehicle (including automobiles) or operating hazardous machinery until they are reasonably
certain that ziprasidone therapy does not affect them adversely. Priapism One case of priapism was reported
in the premarketing database. Body Temperature Regulation Although not reported with ziprasidone in
premarketing trials, disruption of the body’s ability to reduce core body temperature has been attributed to
antipsychotic agents. Suicide The possibility of a suicide attempt is inherent in psychotic iliness and close
supervision of high-risk patients should accompany drug therapy. Prescriptions for ziprasidone should be
written for the smallest quantity of capsules consistent with good patient management in order to reduce
overdose risk. Patients With Concomitant llinesses Clinical experience with ziprasidone in patients with
certain concomitant systemic ilinesses is limited. Ziprasidone has not been evaluated or used to any appreciable
extent in patients with a recent history of myocardial infarction or unstable heart disease. Patients with these
diagnoses were excluded from premarketing clinical studies. Because of the risk of QTc prolongation and
orthostatic hypotension with ziprasidone, caution should be observed in cardiac patients (see QT Prolongation
and Risk of Sudden Death in WARNINGS and Orthostatic Hypotension in PRECAUTIONS). Information
for Patients To assure safe and effective use of GEODON, the information and instructions provided in the
patient information should be discussed with patients. Laboratory Tests Patients being considered for
ziprasidone treatment who are at risk of significant electrolyte disturbances should have baseline serum
potassium and magnesium measurements. Low serum potassium and magnesium should be replaced before
proceeding with treatment. Patients who are started on diuretics during Ziprasidone therapy need periodic
monitoring of serum potassium and magnesium. Discontinue ziprasidone in patients who are found to have
persistent QTc measurements >500 msec (see WARNINGS).

DRUG INTERACTIONS

(1) Ziprasidone should not be used with any drug that prolongs the QT interval. (2) Given the primary CNS
effects of ziprasidone, caution should be used when it is taken in combination with other centrally acting drugs.
(3) Because of its potential for inducing hypotension, ziprasidone may enhance the effects of certain
antihypertensive agents. (4) Ziprasidone may antagonize the effects of levodopa and dopamine agonists.
Effect of Other Drugs on Ziprasidone Carbamazepine, 200 mg bid for 21 days, resulted in a decrease of
approximately 35% in the AUC of ziprasidone. Ketoconazole, a potent inhibitor of CYP3A4, 400 mg qd for 5
days, increased the AUC and Cmax of ziprasidone by about 35-40%. Cimetidine, 800 mg qd for 2 days, did not
affect ziprasidone pharmacokinetics. Co-administration of 30 mL of Maalox® did not affect ziprasidone
pharmacokinetics. Population pharmacokinetic analysis of schizophrenic patients enrolled in controlled clinical
trials has not revealed evidence of any clinically significant pharmacokinetic interactions with benztropine,
propranolol, or lorazepam. Effect of Ziprasidone on Other Drugs /n vitro studies revealed little potential for
ziprasidone to interfere with the metabolism of drugs cleared primarily by CYP1A2, CYP2C9, CYP2C19,
CYP2D6 and CYP3A4, and little potential for drug interactions with ziprasidone due to displacement. Ziprasidone
40 mg bid administered concomitantly with /ithium 450 mg bid for 7 days did not affect the steady-state level
or renal clearance of lithium. /n vivo studies have revealed no effect of ziprasidone on the pharmacokinetics of
estrogen or progesterone components. Ziprasidone 20 mg bid did not affect the pharmacokinetics of
concomitantly administered oral contraceptives, ethinyl estradiol (0.03 mg) and levonorgestrel (0.15 mg).
Consistent with n vitro results, a study in normal healthy volunteers showed that ziprasidone did not alter the
metabolism of dextromethorphan, a CYP2D6 model substrate, to its major metabolite, dextrorphan. There was
no statistically significant change in the urinary dextromethorphan/dextrorphan ratio.

NONCLINICAL TOXICOLOGY

Carcinogenesis, Mutagenesis, Impairment of Fertility Lifetime carcinogenicity studies were conducted
with ziprasidone in Long Evans rats and CD-1 mice. In male mice, there was no increase in incidence of tumors
relative to controls. In female mice, there were dose-related increases in the incidences of pituitary gland
adenoma and carcinoma, and mammary gland adenocarcinoma at all doses tested. Increases in serum
prolactin were observed in a 1-month dietary study in female, but not male, mice. Ziprasidone had no effect on
serum prolactin in rats in a 5-week dietary study at the doses that were used in the carcinogenicity study. The
relevance for human risk of the findings of prolactin-mediated endocrine tumors in rodents is unknown (see
Hyperprolactinemia in PRECAUTIONS). Mutagenesis: There was a reproducible mutagenic response in the
Ames assay in one strain of S. typhimurium in the absence of metabolic activation. Positive results were
obtained in both the in vitro mammalian cell gene mutation assay and the in vifro chromosomal aberration
assay in human lymphocytes. Impairment of Fertility: Ziprasidone increase time to copulation in Sprague-
Dawley rats in two fertility and early embryonic development studies at doses of 10 to 160 mg/kg/day (0.5 to
8 times the MRHD of 200 mg/day on a mg/m2 basis). Fertility rate was reduced at 160 mg/kg/day (8 times the
MRHD on a mg/m2 basis). There was no effect on fertility at 40 mg/kg/day (2 times the MRHD on a mg/m2
basis). The fertility of female rats was reduced.

USE IN SPECIFIC POPULATIONS

Pregnancy Pregnancy Category C: There are no adequate and well-controlled studies in pregnant women.
Ziprasidone should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus.
Labor and Delivery The effect of ziprasidone on labor and delivery in humans is unknown. Nursing Mothers
It is not known whether ziprasidone or its metabolites are excreted in human milk. It is recommended that
women receiving ziprasidone should not breastfeed. Pediatric Use The safety and effectiveness of ziprasidone
in pediatric patients have not been established. Geriatric Use Of the total number of subjects in clinical studies
of ziprasidone, 2.4 percent were 65 and over. No overall differences in safety or effectiveness were observed
between these subjects and younger subjects. Nevertheless, the presence of multiple factors that might
increase the pharmacodynamic response to ziprasidone, or cause poorer tolerance or orthostasis, should lead
to consideration of a lower starting dose, slower titration, and careful monitoring during the initial dosing period
for some elderly patients.

ADVERSE REACTIONS

Adverse Findings Observed in Short-term, Placebo-Controlled Trials The following findings are based
on the short-term placebo-controlled premarketing trials for schizophrenia (a pool of two 6-week, and two
4-week fixed-dose trials) and bipolar mania (a pool of two 3-week flexible-dose trials) in which GEODON was
administered in doses ranging from 10 to 200 mg/day. Adverse Events Associated With Discontinuation
Schizophrenia: Approximately 4.1% (29/702) of ziprasidone-treated patients in short-term, placebo-controlled
studies discontinued treatment due to an adverse reaction, compared with about 2.2% (6/273) on placebo. The
most common reaction associated with dropout was rash, including 7 dropouts for rash among ziprasidone
patients (1%) compared to no placebo patients (see PRECAUTIONS). Bipolar Mania: Approximately 6.5%
(18/279) of ziprasidone-treated patients in short-term, placebo-controlled studies discontinued treatment due
to an adverse reaction, compared with about 3.7% (5/136) on placebo. The most common reactions associated
with dropout in the ziprasidone-treated patients were akathisia, anxiety, depression, dizziness, dystonia, rash
and vomiting, with 2 dropouts for each of these reactions among ziprasidone patients (1%) compared to one
placebo patient each for dystonia and rash (1%) and no placebo patients for the remaining adverse events.
Adverse Events at an Incidence of =5% and at Least Twice the Rate of Placebo The most commonly
observed adverse events associated with GEODON in schizophrenia trials were somnolence (14%) and
respiratory tract infection (8%). The most commonly observed adverse events associated with the use of
GEODON in bipolar mania trials were somnolence (31%), extrapyramidal symptoms (31%), dizziness (16%),

akathisia (10%), abnormal vision (6%), asthenia (6%), and vomiting (5%). The following list enumerates the
treatment-emergent adverse events that occurred during acute therapy, including only those events that
occurred in 2% of GEODON patients and at a greater incidence than in placebo. Schizophrenia: Body as a
Whole—asthenia, accidental injury, chest pain. Cardiovascula—tachycardia. Digestive—nausea, constipation,
dyspepsia, diarrhea, dry mouth, anorexia. Nervous—extrapyramidal symptoms, somnolence, akathisia,
dizziness. Respiratory—respiratory tract infection, rhinitis, cough increased. Skin and Appendages—rash,
fungal dermatitis. Special Senses—abnormal vision. Bipolar Mania: Body as a Whole—headache, asthenia,
accidental injury. Cardiovascula—hypertension. Digestive—nausea, diarrhea, dry mouth, vomiting, increased
salivation, tongue edema, dysphagia. Musculoskeleta—myalgia. Nervous—somnolence, extrapyramidal
symptoms, dizziness, akathisia, anxiety, hypesthesia, speech disorder. Respiratory—pharyngitis, dyspnea. Skin
and Appendages—fungal dermatitis. Special Senses—abnormal vision. Dose Dependency An analysis for
dose response in the schizophrenia 4-study pool revealed an apparent relation of adverse reaction to dose for
the following reactions: asthenia, postural hypotension, anorexia, dry mouth, increased salivation, arthralgia,
anxiety, dizziness, dystonia, hypertonia, somnolence, tremor, rhinitis, rash, and abnormal vision. Extrapyramidal
Symptoms (EPS) The incidence of reported EPS for ziprasidone patients in the short-term, placebo-controlled
schizophrenia trials was 14% vs. 8% for placebo. Objectively collected data from those trials on the Simpson-
Angus Rating Scale (for EPS) and the Barnes Akathisia Scale (for akathisia) did not generally show a difference
between ziprasidone and placebo. Dystonia Symptoms of dystonia, prolonged abnormal contractions of
muscle groups, may occur in susceptible individuals during the first few days of treatment. While these
symptoms can occur at low doses, they occur more frequently and with greater severity with high potency and
at higher doses of first generation antipsychotic drugs. Elevated risk of acute dystonia is observed in males and
younger age groups. Vital Sign Changes Ziprasidone is associated with orthostatic hypotension (see
PRECAUTIONS). Weight Gain In short-term schizophrenia trials, the proportions of patients meeting a weight
gain criterion of >7% of body weight were compared, revealing a statistically significantly greater incidence of
weight gain for ziprasidone (10%) compared to placebo (4%). A median weight gain of 0.5 kg was observed in
ziprasidone patients compared to no median weight change in placebo patients. Weight gain was reported as
an adverse event in 0.4% of both ziprasidone and placebo patients. During long-term therapy with ziprasidone,
a categorization of patients at baseline on the basis of body mass index (BMI) revealed the greatest mean
weight gain and highest incidence of clinically significant weight gain (>7% of body weight) in patients with low
BMI (<23) compared to normal (23-27) or overweight patients (>27). There was a mean weight gain of 1.4 kg
for those patients with a “low” baseline BMI, no mean change for patients with a “normal” BMI, and a 1.3 kg
mean weight loss for patients who entered the program with a “high” BMI. ECG Changes Ziprasidone is
associated with an increase in the QT; interval (see WARNINGS). In the schizophrenia trials, ziprasidone was
associated with a mean increase in heart rate of 1.4 beats per minute compared to a 0.2 beats per minute
decrease among placebo patients. Other Adverse Events Observed During the Premarketing Evaluation
of Ziprasidone in Schizophrenia Frequent adverse events are those occurring in at least 1/100 patients;
infrequent adverse events are those occurring in 1/100 to 1/1000 patients; rare adverse events are those
occurring in fewer than 1/1000 patients. Body as a Whole—Frequent: abdominal pain, flu syndrome, fever,
accidental fall, face edema, chills, photosensitivity reaction, flank pain, hypothermia, motor vehicle accident.
Cardiovascular System—rFrequent: tachycardia, hypertension, postural hypotension. Infrequent: bradycardia,
angina pectoris, atrial fibrillation. Rare: first degree AV block, bundle branch block, phlebitis, pulmonary
embolus, cardiomegaly, cerebral infarct, cerebrovascular accident, deep thrombophlebitis, myocarditis,
thrombophlebitis. Digestive System—Frequent: anorexia, vomiting. Infrequent rectal hemorrhage, dysphagia,
tongue edema. Rare: gum hemorrhage, jaundice, fecal impaction, gamma glutamyl trans-peptidase increased,
hematemesis, cholestatic jaundice, hepatitis, hepatomegaly, leukoplakia of mouth, fatty liver deposit, melena.
Endocrine—Rare: hypothyroidism, hyperthyroidism, thyroiditis. Hemic and Lymphatic System—Infrequent:
anemia, ecchymosis, leukocytosis, leukopenia, eosinophilia, lymphadenopathy. Rare: thrombocytopenia,
hypochromic anemia, lymphocytosis, monocytosis, basophilia, lymphedema, polycythemia, thrombocythemia.
Metabolic and Nutritional Disorders—Infrequent: thirst, transaminase increased, peripheral edema,
hyperglycemia, creatine phosphokinase increased, alkaline phosphatase increased, hypercholesteremia,
dehydration, lactic dehydrogenase increased, albuminuria, hypokalemia. Rare: BUN increased, creatinine
increased, hyperlipemia, hypocholesteremia, hyperkalemia, hypochloremia, hypoglycemia, hyponatremia,
hypoproteinemia, glucose tolerance decreased, gout, hyperchloremia, hyperuricemia, hypocalcemia,
hypoglycemic reaction, hypomagnesemia, ketosis, respiratory alkalosis. Musculoskeletal System—TFrequent:
myalgia. Infrequent: tenosynovitis. Rare: myopathy. Nervous System—TFrequent: agitation, extrapyramidal
syndrome, tremor, dystonia, hypertonia, dyskinesia, hostility, twitching, paresthesia, confusion, vertigo,
hypokinesia, hyperkinesia, abnormal gait, oculogyric crisis, hypesthesia, ataxia, amnesia, cogwheel rigidity,
delirium, hypotonia, akinesia, dysarthria, withdrawal syndrome, buccoglossal syndrome, choreoathetosis,
diplopia, incoordination, neuropathy. Infrequent: paralysis. Rare: myoclonus, nystagmus, torticollis, circumoral
paresthesia, opisthotonos, reflexes increased, trismus. Respiratory System—Frequent: dyspnea Infrequent
pneumonia, epistaxis. Rare: hemoptysis, laryngismus. Skin and Appendages—Infrequent: maculopapular rash,
urticaria, alopecia, eczema, exfoliative dermatitis, contact dermatitis, vesiculobullous rash. Special Senses—
Frequent: fungal dermatitis. Infrequent: conjunctivitis, dry eyes, tinnitus, blepharitis, cataract, photophobia.
Rare: eye hemorrhage, visual field defect, keratitis, keratoconjunctivitis. Urogenital System—Infrequent:
impotence, abnormal ejaculation, amenorrhea, hematuria, menorrhagia, female lactation, polyuria, urinary
retention, metrorrhagia, male sexual dysfunction, anorgasmia, glycosuria. Rare: gynecomastia, vaginal
hemorrhage, nocturia, oliguria, female sexual dysfunction, uterine hemorrhage. Adverse Findings Observed
in Trials of Intramuscular Ziprasidone In these studies, the most commonly observed adverse reactions
associated with the use of intramuscular ziprasidone (=5%) and observed at a rate on intramuscular ziprasidone
(in the higher dose groups) at least twice that of the lowest intramuscular ziprasidone group were headache
(13%), nausea (12%), and somnolence (20%). Adverse Events at an Incidence of >1% in Short-Term
Fixed-Dose Intramuscular Trials The following list enumerates the treatment-emergent adverse events that
occurred in >1% of patients during acute therapy with intramuscular ziprasidone: Body as a Whole—
headache, injection site pain, asthenia, abdominal pain, flu syndrome, back pain. Cardiovascula—postural
hypotension, hypertension, bradycardia, vasodilation. Digestive—nausea, rectal hemorrhage, diarrhea,
vomiting, dyspepsia, anorexia, constipation, tooth disorder, dry mouth. Nervous—dizziness, anxiety, insomnia,
somnolence, akathisia, agitation, extrapyramidal syndrome, hypertonia, cogwheel rigidity, paresthesia,
personality disorder, psychosis, speech disorder. Respiratory—rhinitis. Skin and Appendages—furunculosis,
sweating. Urogenita—dysmenorrhea, priapism. Other Events Observed During Post-marketing Use
Adverse reaction reports not listed above that have been received since market introduction include rare
occurrences of the following— Cardiac Disorders: Tachycardia, torsade de pointes (in the presence of multiple
confounding factors), (see WARNINGS); Digestive System Disorders: Swollen Tongue; Reproductive System
and Breast Disorders: Galactorrhea, priapism; Nervous System Disorders: Facial Droop, neuroleptic malignant
syndrome, serotonin syndrome (alone or in combination with serotonergic medicinal products), tardive
dyskinesia; Psychiatric Disorders: Insomnia, mania/hypomania; Skin and subcutaneous Tissue Disorders:
Allergic reaction (such as allergic dermatitis, angioedema, orofacial edema, urticaria), rash; Urogenital System
Disorders: Enuresis, urinary incontinence; Vascular Disorders: Postural hypotension, syncope.

DRUG ABUSE AND DEPENDENCE
Controlled Substance Class Ziprasidone is not a controlled substance.

OVERDOSAGE

In premarketing trials in over 5400 patients, accidental or intentional overdosage of oral ziprasidone was
documented in 10 patients. All patients survived without sequelae. In the patient taking the largest confirmed
amount (3240 mg), the only symptoms reported were minimal sedation, slurring of speech, and transitory

hypertension (200/95).

(67009898 © 2010 Pfizer Inc. All rights reserved. Revised January 2010
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Lawmakers Follow DB Exec
On Weight-Loss Crusade

The Mississippi Psychiatric Association’s executive director launches an
exercise program in her obesity-plagued state, and 105 Mississippians
lose 1,401 pounds. As a side effect, program participation also may ben-

efit mental health legislation.

iguratively speaking, Angela
Ladner is a heavyweight
in the world of Mississippi
psychiatry. She is executive
director and lobbyist for the
Mississippi Psychiatric Association. Her
husband is a psychiatrist and currently
president of the district branch, and her
father-in-law is also a psychiatrist.

Literally speaking, Ladner was also a
heavyweight four years ago. She weighed
320 pounds.

Since then she has been committed
to achieving something remarkable—a
physical makeover of some of Mississip-
pi’s elected officials. Moreover, the make-
over has brought people of different politi-
cal stripes, gender, and color together and
has given mental health legislation in Mis-
sissippi a boost.

“It all started with a personal journey,”
Ladner explained in a recent interview. In
2006 she served on the AMA Council on
Legislation as the only nonphysician mem-
ber. At one point during her tenure, she
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thought, “How ironic that out of all the
physician spouses in the United States, I
who weigh 320 pounds was asked to serve
on this council. If we as physicians and
physicians’ spouses are going to repre-
sent the medical family, shouldn’t we set a
good example ourselves?” The answer, of
course, was yes, and in January 2007 she
started her quest to lose weight.

By February 2008 she had lost 100
pounds via a strict diet modification, but
she knew that if she wanted to maintain it
and lose even more weight, she would have
to start exercising on a reg-
ular basis. So she joined an
exercise program headed
by former professional
football player and per-
sonal trainer Paul Lacoste.

In fall 2009 Lacoste
told Ladner that he would
like to initiate an exer-
cise program for Missis-
sippi business or govern-
ment employees. Ladner

suggested that he target members of the
Mississippi legislature instead—“the peo-
ple who make our laws and should lead by
example.” She also said that she would help
him launch such a venture. Thus their Fit4
Change exercise program was born.

Sponsors Recruited

First they recruited sponsors for the
program, notably the Mississippi Psy-
chiatric Association, St. Dominic Hos-
pital, Millsaps College, and the Mis-
sissippi Organ Recovery Agency—all
located in Jackson, the state capital. Staff
at the organ recovery group were candid
about why they were willing to sponsor
it: “We don’t need a bunch of overweight
organs.”

Then Ladner recruited team captains,
notably state Sen. Terry Burton, chair of
the Mississippi Senate Public Health and
Welfare Committee, and state Rep. Steve
Holland, chair of the Mississippi House
Public Health and Welfare Committee.
“What better place to start than with our
public health and welfare committees—

Left: Lt. Gov. Phil Bryant stretches using a “sumo squat” before the 5K. Top left: Rep. John
Hines of Greenville runs toward the finish line at the 5K. Hines lost 78 pounds in 11 weeks.
Top right: Fit 4 Change athletes react with pleasure after hearing the governor speak.
Above: Coach Clark Bruce, House team member Lisa Davis, Senate team member Pat
Trowles, coaches Aaron Hyatt and Ryan Jones, and civilian team members Emily Wilemon
and Donna Weathers enjoy showing off their results at the capitol.

the leaders who are making our health
policy?” Ladner commented.

Ladner and Lacoste then called each of
the other 172 members of the Mississippi
legislature, as well as staff at the governor’s
office and some civilians, to pitch the pro-
gram. During these conversations, they
often mentioned that Burton and Hol-
land would be serving as team captains for
the program, and that the training, which
would ordinarily cost $600 per person,
would be available to them for free because
the tab was being picked up by the pro-
gram’s sponsors. These facts, they hoped,
would sweeten the offer.

Other lobbyists who heard about their
efforts laughed and said, “You’ll never get
anybody to sign up.” But they were wrong:

130 did.

Participants Gommit to Workout Schedule
Each of the 130 individuals—who
ranged in age from 17 to 74—received a
physical exam at Saint Dominic Hospital.
All were found fit enough to take part in
the program. They committed themselves
to working out for one hour four times a
week for 11 weeks and selected one of the
time slots that would work best for them.

The program got under way in January.
The workouts took place on the football
field and in the gym of Millsaps College
and included jogging, running, speed and
agility drills, resistance training, weight-
lifting, and mixed martial arts.

At the start of the program and also
at the end of each week, participants
were weighed. The person who had lost
the most weight by the end of each week
received a monetary award that could be
allocated to his or her school physical edu-
cation program of choice. Program partic-
ipants were also divided into four teams—a
Senate team, a House team, a governor’s-
office team, and a civilian team. The team
that lost the most weight at the end of each
week was also recognized.

By March 5, 25 people had dropped out
of the program, but 105 were still at it. As
a group, they had lost 1,000 pounds. By
March 31, the end of the program, their
total weight loss was 1,401 pounds. “For
105 people to do thatin 11 weeks, we think
that’s pretty good,” Ladner declared.

Indeed, “it was a life-changing experi-
ence for all of us who participated,” Bur-
ton testified. “I lost 26 pounds from the
program. I've changed the way I eat. In
fact, I think it could be life changing for
the whole state if people follow our lead,
doing away with our number-one ranking
in obesity and other health-risk factors.”

Holland agreed: “I lost 23 pounds and
ran for the first time in 20 yearsina SK. It
telt fantastic. . . . I feel healthy, I'm think-
ing healthily; you cannot imagine how
young my mind now feels.”

Benefits Go Forward

Other benefits have accrued from the
program as well.

One isa commitment to spread the word
of the program’s benefits. “I'm in the pro-
cess of developing a video and a package to
send to every speaker, lieutenant governor,
and governor in this nation to show them
what we have done in Mississippi and to
ask them to join us, to lead by example for
their people as for what can happen when

please see Weight Loss on page 29



Remission Common in BPD,
But Good Functioning Lags

Recovery from BPD is akin to a process of maturation—it occurs slowly,
but once a level of functioning is reached, patients tend to maintain that
level and fall back only in the face of major stressors.

substantial majority of

patients with borderline

personality disorder (BPD)

experience remission of

symptoms, and their remis-
sion tends to be stable over time compared
with other mental disorders—but only half
of patients also achieve good social and
vocational functioning.

Those were among the findings of a
10-year study of remission and recovery
in BPD patients. The study was published
online in A7P in Advance on April 15 and
will appear in the June print edition of the
American fournal of Psychiatry.

BY MARK MORAN

In the study, 290 inpatients at McLean
Hospital in Belmont, Mass., who met both
DSM-III-R and Revised Diagnostic Inter-
view for Borderlines criteria for BPD were
assessed atadmission using a series of semi-
structured interviews and self-report mea-
sures. The same instruments were read-
ministered every two years for 10 years.

At the 10-year mark, 249 patients
remained in the study. (Of the 41 patients
who were no longer in the study, 12 had
committed suicide, seven died of other
causes, nine discontinued their participa-
tion, and 13 were lost to follow-up.)

Recovery was defined as not only remis-

BPD Symptoms Remit,

But Full Recovery Elusive

In a study that began with 290 inpatients with borderline
personality disorder at McLean Hospital, researchers measured
remission and recovery rates at two-year intervals. Recovery was
defined as having remission of symptoms and having good social
and vocational functioning during the previous two years. There

were 249 subjects at the 10-year mark.
100

sion of symptoms, but
being able to function both
socially and vocationally.
Social functioning was
defined as having at least
one emotionally sustainable
relationship with a friend,
spouse, partner, or other
non-blood-related individ-

ual. Vocational function-

W Recovery ing was defined as the abil-
80 — Sustained remission — ity to perform full-time
Remission work competently and con-

60 — sistently.
Study results showed
0 - - _ that 93 percent of the
patients achieved remis-
sion of symptoms lasting at
20 o o o - ~ least two years, and 86 per-
I cent achieved remission
U - o . B |asting at least four years.
G e e B 0 ™ snvr,only 0 pescen

achieved the full defini-

Source: Mary Zanarini, Ed.D., et. al., AJP in Advance, April 15,2010

tion of recovery including

“Symptomatically, this is a good prog-
nosis,” said Mary Zanarini, Ed.D., lead
author of the study, in an interview with
Psychiatric News. “The idea that people
with BPD never get better isn’t true. Butas
much as they get better symptomatically,
it’s clear that we need to pay attention to
psychosocial and vocational functioning.
Just to talk about symptoms isn’t enough.”

social and vocational func-
tioning (see chart).

Zanarini speculated that many patients
may have temperamental problems—
anger and/or extreme abandonment
issues—that persist after the remission of
symptoms and that hold them back socially
and vocationally. “All of our manualized
treatments for BPD are aimed at acute
symptoms—self-mutiliation and suicid-

APA Voting Moving to Online Only

Is Your Correct E-Mail Address on File?

APA’s national elections are transitioning to an all-electronic process with a fast, easy, and
secure means to vote online. Online voter participation has steadily increased, reaching a rate
of 50 percent in APA’s last election, and shows promise of continued growth. Beginning with
the 2011 election, all eligible voting members with a valid e-mail address on file will receive

only an electronic ballot.

To ensure that you get your ballot, please update your contact information in Members
Corner on APA’s Web site at <https://myaccount.psych.org/MembershipProfileUpdate/
tabid/163/Default.aspx>. E-mails sent directly from APA will include a link to personalized
electronic ballots, voting instructions, and candidate information.

Voting members without a valid e-mail address on file will still be sent a paper
ballot for the 2011 election. APA members with questions or comments may e-mail

them to election@psych.org.

ality—and those are the symptoms that
remit the most quickly,” she told Psychi-
atric News.

She said that a rehabilitation model of
treatment incorporating training in life
skills—use of public transportion, bud-
geting, personal care, and vocational
training—is key to fully addressing the
recovery needs of patients who achieve
remission of BPD symptoms.

The study’s other notable finding was
that despite the difficulty many patients
have in achieving full recovery, both
remission of symptoms and full recov-
ery, when they do occur, tend to be stable
over time. Of those who achieved recov-
ery, only 34 percent relapsed. Of those
who achieved a two-year remission of
symptoms, 30 percent had a symptomatic
recurrence, and of those who achieved a
sustained remission at four years, only 15
percent experienced a recurrence.

Zanarini and colleagues noted in their
report that those rates compare favorably
with remission and recurrence rates for
common Axis I disorders studied longi-
tudinally, such as major depression and

dysthymic disorder. “[TThe high rate of
sustained symptomatic remission and the
low rate of symptomatic recurrence after
sustained remission are among the most
optimistic findings about borderline per-

“As much as
[people with BPD] get
better symptomatically,
it’s clear that we need
to pay attention to psy-
chosocial and vocational
functioning. Just to talk
about symptoms isn’t
enough.”

sonality disorder reported to date,” they
said.

In an interview with Psychiatric News,
Zanarini said, “Depression and bipolar
disorder tend to remit quickly but recur
much more often. Recovery from BPD is
more akin to the process of maturation.
It occurs slowly, but once you achieve
a certain level, you stay there, and it

please see BPD on page 28

Raising GABA Levels Might Undo
Cognitive Defect in Schizophrenia

Drugs that alter the neurotransmitter GABA might correct some of the cog-
nitive problems caused by schizophrenia. Researchers have developed a
model system for evaluating such candidate drugs.

he neurotransmitter GABA is
T decreased in the brains of individ-

uals with schizophrenia, research-
ers reported in the March 10 Fournal of
Neuroscience.

They used a technique called magnetic
resonance spectroscopy to measure the
levels of GABA in the visual cortex of 13
subjects with schizophrenia and 13 demo-
graphically matched control subjects.
GABA concentration in the schizophre-
nia subjects was 10 percent less than in the
control group.

Furthermore, the researchers found
a highly significant link between the
GABA deficiency in the visual cortex of
the schizophrenia subjects and a particu-
lar cognitive defect—a visual perception
problem already known to be present in
individuals with schizophrenia. The prob-
lem is called orientation-specific surround
suppression, a behavioral measure of visual
inhibition thought to be dependent on
GABA neurotransmission.

Soitlooks as if a GABA deficiency may
be responsible for this cognitive defect in
schizophrenia and perhaps for others as
well, the researchers believe.

Or as Cameron Carter, M.D., senior
author and a professor of psychiatry at the
University of California, Davis, putit, “This
work provides tremendous support for tar-
geting the GABA system for treatment of
cognitive decline in schizophrenia.”

Still another positive aspect of their
study, Jong Yoon, M.D., lead investigator
and an assistant professor of clinical psy-
chiatry at the university, explained, is “that

not only have we found that GABA is defi-

BY JOAN AREHART-TREICHEL

cient in living [schizophrenia] subjects,
but we have developed a model system
with which we can evaluate GABA func-
tion and evaluate interventions targeting
GABA function.” In other words, the hope
is that a drug that acts on GABA might
be found to correct some of the cognitive
deficiencies that accompany schizophre-
nia, since antipsychotic medications cur-
rently on the market have a modest effect
at best on cognition, he said.

There are already some indications
that drugs that act on GABA might be
of benefit in this regard. A small pilot
study headed by David Lewis, M.D., a
professor of psychiatry and neuroscience
at the University of Pittsburgh, and pub-
lished in the December 2008 American
Fournal of Psychiatry found that subjects
with schizophrenia performed better on
cognitive tests after being given a par-
ticular GABA agonist than after being
given a placebo. And an Israeli company
reported last year that subjects with
schizophrenia who received an investi-
gational drug that acts on GABA recep-
tors experienced a significantly greater
improvement in cognition than did sub-
jects with schizophrenia who received a
placebo (Psychiatric News, November 20,
2009).

The study was funded by NARSAD and
the National Institute of Mental Health.

An abstract of “GABA Concentration
Is Reduced in Visual Cortex in Schizo-
phrenia and Correlates With Orienta-
tion-Specific Surround Suppression” is
posted at <www.jneurosci.org/cgi/content/
abstract/30/10/3777>. A
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Psychoactive Drugs Rarely Prescribed
For Nonpsychiatric Use

Over 90 percent of antidepressants and antipsychotics are prescribed for
psychiatric diagnoses, even though some may be prescribed for off-label

indications.

very small minority of anti-
depressant and antipsychotic
prescriptions and about one-
third of antianxiety prescrip-
tions are written for nonpsy-
chiatric diagnoses, according to a recent
analysis of national physician survey data.

The use of psychoactive drugs has risen
rapidly since the 1990s, and expenditures
for this category have grown faster than the
total prescription drug market. This trend
has raised concerns that psychoactive drugs
are being prescribed excessively and too fre-
quently for unapproved uses. Research and
debate about off-label prescribing of psy-
chiatric drugs have focused on unapproved
uses within the realm of psychiatric disor-
ders, and very little is known about whether
these drugs are used for nonpsychiatric diag-
noses such as pain.

The study, by Tami Mark, Ph.D,
director of analytic strategies at Thom-
son Reuters, examined physician-reported
data in the National Disease and Thera-
peutic Index, a continuous survey of phy-
sicians conducted by IMS Health, a pri-
vate market-research company. The survey
randomly selects a representative sample of
4,000 physicians every quarter from office-

BY JUN YAN

based physicians in private practice within
the continental United States. Each par-
ticipating physician is surveyed by tele-
phone on two consecutive days per month
and asked about the diagnoses and associ-
ated treatment in every patient visit during
these two days. Multiple diagnoses and pre-
scriptions may be reported for each visit.

The study analyzed data from 2005 and
included three major types of psychoactive
medications: antidepressants, antianxiety
drugs, and antipsychotics.

Of the antidepressants prescribed in
2005, 92.7 percent were associated with
psychiatric diagnoses. About two-thirds
(65.3 percent) were prescribed for mood
disorders, and 16.4 percent for anxiety
disorders (see chart). The nonpsychiatric
diagnoses associated with antidepressant
prescriptions included headaches, con-
nective tissue diseases such as fibromyal-
gia, nervous-system disorders other than
the psychiatric diagnoses defined in ICD-
9-CM codes 290-314, and female disorders
such as premenstrual tension.

Antipsychotics were prescribed almost
exclusively (98.9 percent) for psychiatric
diagnoses. The most common indications
were mood disorders (39.0 percent) and

schizophrenia and
other psychotic disor-
ders (34.5 percent).
Certain uses of anti-
psychotics are contro-
versial, and the study
didnotdirectly analyze
whether these psycho-
active drugs were used
for unapproved psy-
chiatric indications.
The data showed that
7.4 percent of the anti-
psychotics were pre-
scribed for delirium,
dementia, amnes-
tic disorders, or other
cognitive disorders

71.3%

Antidepressants

Most Psychoactive Medications
Prescribed for Psych Diagnoses

Data on psychotropic prescriptions written by physicians were extracted from
the 2005 National Disease and Therapeutic Index, a continuous survey of office-
based private-practice physicians throughout the continental United States.

1.1%

00

Anxiolytics Antipsychotics

= % of prescriptions for psychiatric diagnoses
| % of prescriptions for nonpsychiatric diagnoses

Source: Tami Mark, Ph.D., CNS Drugs, April 2010

commonly diagnosed
in the elderly. A mandatory boxed warning
inall antipsychotic drug labels states that this
type of use is associated with increased risk
of death. About 1 in 20 (5.7 percent) antipsy-
chotic prescriptions was written for atten-
tion-deficit/hyperactivity disorder, conduct
disorder, or disruptive behavior disorders,
and 2.3 percent of the antipsychotics were
prescribed for other psychiatric disorders
usually diagnosed in infancy, childhood,
and adolescence, such as autism. This use is
also controversial. However, the study did
notinclude the age of patients in the analysis.
Although the antianxiety class was
associated with the lowest proportion of
psychiatric diagnoses, two-thirds (67.7
percent) of the prescriptions were written
for psychiatric disorders. The diagnosis of
an anxiety disorder was linked to 39.6 per-
cent of the prescriptions, and mood disor-
ders accounted for 18.9 percent.

Among the uses not associated with
a psychiatric diagnosis, preparation for
medical examination or procedures was
the reason for 6.0 percent of the anti-
anxiety-drug prescriptions. In addition,
allergic reactions were cited in 4.1 per-
cent of these prescriptions. Indications
related to back pain accounted for 2.5
percent of the prescriptions.

The study was sponsored by the Sub-
stance Abuse and Mental Health Services
Administration and published in the April
CNS Drugs.

An abstract of “For What Diag-
noses Are Psychotropic Medications
Being Prescribed? A Nationally Rep-
resentative Survey of Physicians”
is posted at <adisonline.com/cns-
drugs/Abstract/2010/24040/For_
What_Diagnoses_Are_Psychotropic_
Medications.4.aspx>. B

Brain Region’s Dopamine Levels
Linked to Psychopathy Trait

Just as deficits in the amygdala and prefrontal cortex may prompt
antisocial people to be fearless and lack empathy, an overly responsive
nucleus accumbens may prompt them to be aggressive.

h, the “bad guy” is thinking, “I'm

A going to take that sucker for all he’s
worth.”

What’s going on in his brain? His
brain’s reward center—the nucleus accum-
bens—may be goading him into action, a
new study suggests.

The study found a link between the
personality trait of psychopathy and an
overly responsive nucleus accumbens.

Joshua Buckholtz, a doctoral candidate
in neuroscience at Vanderbilt University,
headed the study. Results were reported
online March 14 in Nature Neuroscience.

The personality trait of psychopathy
is characterized by charm, egocentricity,
manipulation of others, sensation-seeking,
poor reflection, and blunted empathy. Psy-
chopathy in turn is a robust predictor of
antisocial behavior.

Moreover, alcohol, nicotine, and many
other drugs of abuse are known to stim-
ulate the nucleus accumbens, and psy-
chopathic individuals are known to be at
heightened risk for developing substance
abuse problems. So Buckholtz and his col-
leagues suspected that there might be a
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link between the personality trait of psy-
chopathy and the nucleus accumbens.
They conducted a study to find out.

They recruited 24 community volun-
teers and used the Psychopathic Person-
ality Inventory, a validated measurement
of psychopathy, to determine how each
subject scored on a subdomain of the trait
called “impulsive antisociality.” This sub-
domain in turn has been linked with anti-
social behavior, aggression, impulsivity,
and substance abuse both in prison and
community samples.

In a first experiment, the subjects were
given an amphetamine, which is known
to increase levels of the neurotransmitter
dopamine in the nucleus accumbens. After
that, PET scans were used to measure
the amount of dopamine released in the
nucleus accumbens of each subject. The
researchers looked to see whether there
was any correlation between how high sub-
jects had scored on impulsive antisociality
and the amount of dopamine released in
their nucleus accumbens.

The higher subjects had scored on
impulsive antisociality, the more dopa-

An overly responsive nucleus accumbens—
illustrated in this brain image—may prompt
antisocial individuals to be aggressive.

mine they released. In fact, when the
highest-scoring subjects were compared
with the lowest-scoring ones, the for-
mer released four times more dopamine
in the nucleus accumbens than the lat-
ter did.

In a second experiment, the subjects
played a game in which they could win
a cash reward. While they were playing
the game, fMRI scans were used to see
how much dopamine was released in their
nucleus accumbens. The higher subjects
had scored on impulsive antisociality, the
more dopamine they released.

Credit: Gregory Samanez-Larkin and Joshua Buckholtz, Vanderbilt University

So the combined results from both
experiments appear to indicate that peo-
ple who score high on impulsive antisocial-
ity possess an especially responsive nucleus
accumbens, or reward system.

Butwhat do these findings mean in prac-
tical terms? One possibility is that people
with an especially responsive reward sys-
tem might be aggressive about obtaining
whatever they consider rewarding, whether
it is drugs, sex, money, or something else.
Indeed, rodent studies have shown that
dopamine is released from the nucleus
accumbens during aggressive behavior, and
aggressive behavior is common among anti-
social or psychopathic individuals.

Although Buckholtz and his group
believe that they’ve taken an important
first step in linking impulsive antisocial-
ity to an exaggerated dopamine response
in the nucleus accumbens, they now hope
to confirm their results in subjects who
have been diagnosed as having antisocial
personality disorder.

And if they manage to do so, then an
especially responsive reward system might
be considered one of the biological hall-
marks of antisocial individuals, just as defi-
cits in the prefrontal cortex and amygdala
already are (Psychiatric News, April 5,2002;
October 16, 2009).

The study was funded by the National
Institute on Drug Abuse.

An abstract of “Mesolimbic Dopamine
Reward System Hypersensitivity in Indi-
viduals With Psychopathic Traits” is posted
at <www.nature.com/neurojournal/vaop/
ncurrvent/pdf/nn.2510.pdf>. B



Depression Screening Can’t Get w5 o o

Much Briefer Than This

A screening tool with just two questions may help busy primary care
physicians begin to identify depression in adolescent patients.

revity may not only be the
soul of wit, it may also be the
key to identifying a pediatri-
cian’s patients who may be
struggling with depression.

The U.S. Preventive Services Task
Force last year recommended screen-
ing for depression among adolescents,
but how can busy primary care clinicians
shoehorn yet another screen into a typical
office visit?

One way is to make the screening
instrument as short as possible. Research-
ers have found that two inquiries, drawn
from the Patient Health Questionnaire
(PHQ)-9, can serve as a useful first-pass
signal to decide which young people need
further evaluation.

The PHQ-2 was “promising as a first
step” and had “good sensitivity and speci-
ficity for detecting major depression,” they
wrote in the May Pediatrics.

“The PHQ-2 is well-suited as a
first-line screening tool for depression
because it is brief, easy to score, and
available without cost,” wrote Laura
Richardson, M.D., M.P.H., an associate
professor of adolescent medicine and an
adjunct associate professor of psychia-
try and behavioral sciences at the Uni-
versity of Washington; Wayne Katon,
M.D., a professor of psychiatry and
behavioral sciences at that university;
and colleagues.

BY AARON LEVIN

Studies like this are encouraging to
many of those working at the intersection
of pediatrics and psychiatry.

“The more research on primary care
screens, the better,” said Rachel Zucker-
brot, M.D., an assistant professor of clin-
ical psychiatry at Columbia University.
Zuckerbrot is board certified in pediatrics,
child and adolescent psychiatry, and gen-
eral psychiatry. She was the lead author of
the American Academy of Pediatrics’ 2007
guideline for identifying and assessing ado-
lescent depression in primary care settings.

The new study carries added weight
because the researchers validated the
results they obtained with the PHQ-2 by
comparing them with scores on the Diag-
nostic Interview Schedule for Children-
IV (DISC-1V), considered the “gold stan-
dard” for diagnosing depression in young
people, said Zuckerbrot.

She and the authors acknowledged,
however, that the PHQ-2 focuses only
on major depression and may miss milder
forms of depression or irritability, a DSM-
1V criterion for depression in adolescents
but not in adults.

A question about suicidality on the
PHQ-9 is not part of the PHQ-2, so the
20 percent of youth with suicidal ideation
could be missed by the two-question
screener, the researchers noted. They rec-
ommend adding a question about suicidal-
ity to the PHQ-2 to compensate.

Brief Screening Tool Could Be Used
To Assess Suicide Risk

One thing missing from the PHQ-2 screening tool for depression is a way to identify teens
at risk for suicide. However, a small study conducted at three clinics indicates that some
physician training and two questions for patients could raise rates of inquiry and case
detection of suicidality, according to Matthew Wintersteen, Ph.D., an assistant professor
in the Department of Psychiatry and Human Behavior at Thomas Jefferson University in
Philadelphia. His results appear in the May Pediatrics.

Clinic providers were offered a 90-minute training session on the epidemiology of youth
suicide, along with risk and protective factors, assessment, clinical management, and treat-
ment. Then two items were added to the standard electronic psychosocial screen used in the
clinics. One question inquired about thoughts of death without suicidal ideation: “Have you
ever thought that life was not worth living?"The second directly addressed suicidal ideation:
“Have you ever felt like you wanted to Kill yourself?”

Patients who answered yes to either question were then automatically asked a series of
six additional questions covering suicidal ideation, preparation, and attempts.

Wintersteen compared pre- and post-intervention rates of inquiry and identification.

Overall, the rate of clinicians who inquired about suicidality more than doubled, from 36.5
percent to 82.1 percent (odds ratio = 2.49), wrote Wintersteen. The rate of youth detected
with suicidal ideation rose from 0.8 percent to 3.6 percent (OR = 4.33). Rates of referrals to
behavioral health services paralleled the increase in detection rates.

While these increases seem large, the absolute numbers were still manageable,
said Wintersteen. For instance, 13 adolescents were identified before the intervention
and 51 afte—"approximately one youth per week over a 12-month period”—out of a

2,000-patient caseload.

While the study suggests that primary care providers can detect young people at risk for
suicidality, the provider’s time and the availability of referral resources still remain obstacles to

broader implementation, said Wintersteen.

An abstract of “Standardized Screening for Suicidal Adolescents in Primary Care”
is posted at <http.//pediatrics.aappublications.org/cgi/content/abstract/peds.2009-

2458v1>.

The test of the

the Adolescent Health
Study jointly run by the
University of Wash-
ington and the Group
Health Research Insti-
tute in Seattle.

primary care settings.

The researchers
began by randomly
selecting 4,000 ado-

PHQ-2 Sens Spec
Score % %

PHQ-9 Diagnosis of MDD

Two Questions Give Heads Up
On Teens’ Depression

A two-question test for 12- to-18-year-olds is “well suited as a first-line
screening tool” for identifying patients who need further evaluation for
major depressive disorder. A score of 3 or more on the Patient Health
Questionnaire-2 was found to have good sensitivity and specificity in

C-DISC Daignosis of MDD

Sens Spec

PPV NPV % % PPV NPV

lescents aged 13 to 17 | 100.0 | 39.5 | 18.1 |100.0 | 100.0| 36.4 | 6.6 | 100.0
who had been seen at |2 100.0 | 62.0 | 26.0 [100.0| 89.5| 56.7 | 85| 99.2
a Group Health site g 962 | 823 420 994 737 752|118 985
in the previous year.

Of those, 2,291 (61 |4 712 949 | 649 | 96.1| 526 889 [175]| 977
percent) completed a |5 462 997 | 960 | 93.3| 421 | 9.0 320 974
brief 10-item mail-in g 19.2 | 100.0 | 100.0 | 90.3 | 158 | 98.4 | 30.0 | 96.3

survey that included
the PHQ-2 questions
on depressed mood

Source: Laura Richardson M.D., et al., Pediatrics, May 2010

and/or lack of pleasure

inusual activities in the previous two weeks.
Respondents indicate severity on a 0-3 scale
for each question.

A score of 3 (out of 6) or higher in adults
has been shown to have good specificity
and sensitivity for major depression.

Most youths with a PHQ-2 score of 3
or higher and an age- and gender-matched
control group completed a more extensive
phone interview that included the PHQ-
9, the DISC-1V, the Columbia Impair-
ment Scale, the Screen for Child Anxi-
ety Related Emotional Disorders, and the
Brief Pediatric Symptom Checklist.

In all, 242 teens who screened positive
and 202 controls, and the parents of both
groups, completed the study.

The false negative rate was 26 percent,
and the false positive rate was about 25 per-
cent. However, 76 percent of the false-posi-
tive group had some other cause for concern,
such as intermediate depression, externaliz-
ing symptoms, anxiety, or depression in the
prior year although notin the preceding two
weeks. Follow-up with those patients would
presumably identify those symptoms.

Follow-up to a positive screen depends
on a number of factors at the patient, pro-
vider, and system levels, said Zuckerbrot.
“How comfortable is the patient in pri-
mary care versus specialty mental health
care?” she said. “How comfortable is the
primary care doctor in treating depres-
sion? And what are the constraints on ser-
vices caused by geography, insurance, or
ability to schedule an appointment with a
specialist.”

The study received supported from
the Group Health Community Foun-
dation Child and Adolescent Grant
Program, the University of Washing-
ton Royalty Research Fund, a Seattle
Children’s Hospital Steering Commit-
tee Award, and an award for Richardson
from the National Institute of Mental
Health.

“Evaluation of the PHQ-2 as a Brief
Screen for Detecting Major Depression
Among Adolescents” can be accessed at
<http://pediatrics.aappublications.org/
content/voll25/issueS> by clicking on the
study title. W

Antidepressant

continued from page 2

neurogenesis and the migration of neu-
rons. The observation that the gene for
this enzyme is associated with response
to nortriptyline appears to corroborate
the neurogenesis theory of antidepressant
effects, the researchers pointed out.

They also identified SNPs concen-
trated in two intergenic regions on chro-
mosomes 1 and 10 as potentially associ-
ated with response to antidepressants.
Intergenic regions are stretches of DNA
that neither code for any genes nor regu-
late the expression of close-by genes. How-
ever, when DNA strands are folded, they
may have a spatial or structural influence
on the expression of certain genes thatare
linearly far away. These regions had not
been associated with a clinical response
to antidepressants in past research, and a
possible mechanism for this connection is
unknown.

In addition, variants in the gene encod-
ing for interleukin-11 (IL-11), a cytokine,
were linked to response to escitalopram.

The targeted analysis of 72 preselected
candidate genes did not generate any

strong association with antidepressant
response. However, a potential but weak
link was identified between response to
escitalopram and the gene coding for
interleukin-6, which is closely related to
the gene for IL-11. This and the signifi-
cantassociation with the IL-11 gene sup-
port the theory that inflammatory cyto-
kines play a role in the therapeutic effect
of antidepressants. Both cytokines are
extensively expressed in the brain and
have been shown to play a role in sero-
tonin signaling.

The authors noted that because the
study sample was not large enough to pro-
vide sufficient statistical power, genes with
moderate effects on the clinical response
were likely to be missed by the analysis.

The GENDEP project was supported
primarily by a European Commission
grant. GlaxoSmithKline and several U.K.
organizations provided additional fund-
ing. Lundbeck, a Danish drug company,
donated both study drugs.

“Genome-Wide  Pharmacogenet-
ics of Antidepressant Response in the
GENDERP Project” is posted at <bttp://
ajp.psychiatryonline.org/cgi/reprint/
appi.ajp.2009.09070932v1>.
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Depression Treatment May Overlook
Severe Sleep Disorder

Psychiatrists have a key role to play in treating patients with obstructive
sleep apnea, who often have comorbid depression.

our depressed patient may
have a potentially life-threat-

ening sleep disorder.
A man taking prescribed
antidepressant medication
for eight years was referred for a sleep
study only after his second driving crash.
The study showed that he had obstructive
sleep apnea (OSA), a disorder in which
breathing stops repeatedly in sleep for 10
seconds or longer, lowering oxygen supply
to the brain.
Another
depression forced him to quit work at
age 45. He, too, was diagnosed later with
severe OSA. Given first-line treatment for
this disorder—use of continuous positive
airway pressure (CPAP) to keep his airway
open in sleep—the man’s mood and cog-
nition improved, along with his breathing.
Restarting treatment with antidepressant
medications brought further gains and

enabled him to resume his career.
Mood-disorder prevalence rates in
people with OSA in most studies range
from about 30 percent to 50 percent, said
Andrew Krystal, M.D., a professor of psy-
chiatry and behavioral sciences and direc-
tor of the insomnia and sleep research
program at Duke University School of

Medicine.

man’s treatment-resistant

BY LYNNE LAMBERG

Psychiatrists likely have several patients
with OSA in their practices, said Krystal,
who co-chaired a conference in Washing-
ton, D.C., in March on sleep health and
safety. The conference was sponsored by
the National Sleep Foundation and the
Atlanta School of Sleep Medicine.

Depression-related fatigue is hard
to distinguish from excessive daytime
sleepiness, the most common present-
ing symptom of OSA, he noted. “In our
sleep-deprived society, it’s easy to overlook
sleepiness,” he said. Asking patients “Do
you ever fall asleep without meaning to?”
may help clarify their complaint.

Gauses Go Beyond Obesity

An estimated 18 million adults in the
United States have OSA, the National
Sleep Foundation reports. OSA’s prev-
alence has soared in recent years in tan-
dem with the nation’s expanding girth,
said Meir Kryger, M.D., lead editor of the
book Principles and Practice of Sleep Medi-
cine. He is a professor of medicine at the
University of Connecticut and director of
sleep medicine research and education at
Gaylord Hospital in Wallingford, Conn.

Two-thirds of American adults are
overweight or obese, and excess fat can
narrow the airway.

Even thin people may develop OSA,
however, particularly those who have a
small airway, large tongue, jaw deformities,
or neurological disorders that reduce neu-
romuscular support for the airway in sleep.

OSA symptoms to explore in sleepy
patients include snoring, observed pauses
in breathing in sleep, difficulty concen-
trating and making decisions, morning
headaches and dry mouth, impotence,
and hypertension, Krystal said. Patients
may not report difficulty sleeping, because
brief interruptions in sleep often go unre-
membered in the morning. OSA boosts
risks of heart disease, stroke, and prema-
ture death.

Initially thought to be more common
in obese, middle-aged men, OSA occurs
in both sexes and at all ages, said Kryger.
It may be underdiagnosed in women, he
added. In a review of charts of 130 women
and 130 men matched for OSA of equal
severity at time of diagnosis, he and his
colleagues found both sexes had reported
sleepiness, snoring, and observed pauses in
breathing in sleep. Twenty-one percent of
the women but only 7 percent of the men,
however, had been diagnosed with depres-
sion. Women also took psychiatric medi-
cations more often than men.

Antidepressants Can Aggravate 0SA

Antidepressants may, however, add to
OSA symptom burden.

Some antidepressants complicate rec-
ognition of OSA by exacerbating sleepi-
ness, Krystal said. Some worsen OSA by
prompting weight gain.

A nonamphetamine wakefulness-
promoting medication, armodafinil,
may reduce sleepiness in patients with
comorbid OSA and depression, Krys-

tal and colleagues reported in the Jan-
vary Fournal of Clinical Psychiatry. This
trial was the first to assess armodafinil
in patients receiving treatment for both
disorders, Krystal said.

The 249 participants used CPAP and
stable monotherapy with a serotonergic
antidepressant throughout the 12-week,
randomized, double-blind, parallel-group

“Some symptoms of
depression overlap with
those of OSA. ... You
don’t want to miss either
diagnosis.”

study, conducted at 60 outpatient sites
from September 2007 to March 2009. The
researchers assessed outcomes using stan-
dard depression and sleepiness scales, as
well as overnight and daytime sleep stud-
ies. The armodafinil group improved more
than the placebo group. Few participants
developed worsening depression; none
dropped out.

Motor-vehicle crashes are another risk
in people with OSA.

“OSA is one of the few clinical enti-
ties of any sort associated with increased
crashes and injuries in the transporta-
tion environment,” Mitchell Garber,
M.D., M.P.H., a medical officer with the
National Transportation Safety Board,
said at the sleep conference. OSA has
been implicated in performance errors by
plane and ship pilots and drivers of trains,
trucks, and automobiles.

Most states limit the right of individu-
als with medical conditions to drive, but
only six states mention sleep disorders

please see Sleep on page 28

Consider Special Needs of Elderly
In Planning Disaster Response

It is difficult to anticipate precisely the devastation caused by disasters,
but planning and preparation can minimize harm and ensure a speedy
recovery to normal life in elderly individuals.

lack of resources, older adults are
often more mentally resilientin cop-
ing with disasters than younger people are.

At a symposium at the American Asso-
ciation for Geriatric Psychiatry (AAGP)
annual meeting in March in Savannah,
Ga., geriatric psychiatrists offered advice
on how mental health professionals can
help older people prepare for and respond
to disasters so that the disaster’s adverse
impact on those with age-related vulner-
abilities will be minimized.

Whether natural or manmade, disas-
ters occur almost every day somewhere
in the world. They overwhelm commu-
nities and disrupt normal lives. Elderly
individuals’ unique vulnerabilities expose
them to additional harm beyond that of
other adults, Maria Llorente, M.D., said
at the symposium. For example, older peo-
ple generally have more physical impair-
ments, including visual and hearing defi-
cits. When electricity is cut off or streets

D espite frequent physical frailty and
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are filled with debris after a flood or earth-
quake, older people with poor eyesight
are more likely to getinjured. In addition,
many retirees live on fixed incomes and
have limited financial means. They may
not be able to stock up on canned foods and
emergency supplies before a storm hits.

Llorente is a professor of psychiatry at
the University of Miami School of Medi-
cine and chief of psychiatry at the Miami
Veterans Affairs Healthcare System.

Nonetheless, “our  seniors
extremely resilient,” Llorente said. Stud-
ies have shown that elderly individuals are
no more likely than those of other ages to
suffer from posttraumatic stress disorder
after a disaster; in some cases they dem-
onstrate better psychological recovery. As
many older adults have had prior experi-
ence in coping with disasters or adversities,
they may be more prepared than younger
people and better able to offer advice and
guidance to people around them, she
pointed out.

are

As communities and mental health
professionals devise disaster-prepared-
ness plans, they should not neglect or
underestimate the special needs of the
elderly, Llorente and other speakers
emphasized.

After Hurricane Katrina hit in 20035,
“there was one viable hospital in the city
of New Orleans and one viable hospital
in the suburbs,” said Kenneth Sakauye,
M.D., a professor of psychiatry and direc-
tor of geriatric psychiatry at the Univer-
sity of Tennessee Health Science Center
in Memphis. Like much of the rest of the
health care infrastructure, psychiatric ser-
vices were devastated in New Orleans.

And it is the elderly who are particu-
larly likely to be affected by the loss of
the health care infrastructure, Llorente
noted, as many have chronic illnesses
that need continued medical attention. At
emergency departments around Houston
after Katrina, the most common problems
seen in New Orleans evacuees were, as
expected, scrapes, cuts, and other physical
injuries, while the second most common
problem was getting prescription refills,
she said. For most of these patients, their
medical records had been lost or destroyed
in the storm. “This presented enormous
problems” for local emergency depart-
ments, she said.

Therefore, Llorente recommended that
clinicians should help elderly patients who
have chronic illnesses prepare a record of

their diagnoses and ongoing prescriptions
to keep safely with other important docu-
ments, thus minimizing postdisaster dis-
ruption to treatment access and crucial
medical information.

Despite the resilience of many elderly
individuals, they are also susceptible to
increased stress and reactivity to stress dur-
ing and after a disaster. Llorente pointed
to research data documenting a spike in
heart-attack and stroke rates immediately
following a disaster, especially in elderly
people who already had underlying cardio-
vascular disease.

Frontline responders should be trained
to anticipate and meet the specific needs
of older adults, according to Llorente. In
Florida, for example, some shelters are
set up for people with special needs, such
as people who need dialysis or continual
medical attention. Clinicians can devise
contingency plans if the primary plan falls
shortand screen older patients for disaster
preparedness and special needs long before
a disaster hits, she suggested.

To help older adults and their family
members and caregivers, AAGP’s Disas-
ter Preparedness Task Force has developed
a brochure, “Older Adults and Disaster:
Preparedness and Response.”

The AAGP brochure is posted at
<www.gmhbfonline.org/gmbf/consumer/
disaster.btml> or available from the Ge-
riatric Mental Health Foundation at
(301) 654-7850. &
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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,*
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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
e L exaproiscontraindicatedin patients takingmonoamine

Warnings and Precautions
e All patients treated with antidepressants should be

oxidase inhibitors (MAOQIs]. 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. MAQOIs 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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LEXAPRO: Proven efficacy in MDD in adolescents
aged 12 to 17, and in MDD and GAD in adults™®

Warnings and Precautions (continued)
e SSRIs (including Lexapro) and SNRIs may increase

Adverse Reactions

In clinical trials of MDD, the most commmon adverse

the risk of bleeding. Patients should be cautioned that
concomitant use of aspirin, NSAIDs, warfarin or other
anticoagulants may add to the risk.

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

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

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

Please see accompanying brief summary of Prescribing
Information for LEXAPRO, including Boxed Warning.
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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 to placebo of suicidal thinking and behavior (suicidality) in
children, adolescents, and young adults in short-term studies of major depressive disorder (MDD) and
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TABLE 1

Age Range Drug-Placebo Difference in Number of Cases
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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

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 nareglvers 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 Warnlnys
and Precautions: Clinical Worsening and Suicide Risk, Patient C for
Patients, and Used in Specific Populations: Pediatric Use].
INDICATIONS AND USAGE: Major Depressive Disorder-Lexapro (escitalopram) is indicated for the acute
and maintenance treatment of major depressive disorder in adults and in adolescents 12 to 17 years of age
[see Clinical 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 (MAQIs) is contraindicated [see Warnings and Precaut/ans] Pimozide-
Concomitant use in patients taking pimozide is contraindicated [see Drug itivity to
escitalopram or citalopram-Lexapro is contraindicated in patients with a hypersensmvny to escitalopram or
citalopram or any of the inactive ingredients in Lexapro.
WARNINGS AND PRECAUTIONS: Clinical Worsening and Suicide Risk-Patients with major depressive dis-
order (MDD), both adult and pediatric, may experience worsening of their depression and/or the emergence
of suicidal ideation and behavior (suicidality) or unusual changes in behavior, whether or not they are taking
antidepressant medications, and this risk may persist until significant remission occurs. Suicide is a known
risk of depression and certain other psychiatric disorders, and these disorders themselves are the strongest
predictors of suicide. There has been a long-standing concern, however, that antidepressants may have a role
in inducing worsening of depression and the emergence of suicidality in certain patients during the early
phases of treatment. Pooled analyses of short-term placebo-controlled trials of antidepressant drugs (SSRIs
and others) showed that these drugs increase the risk of suicidal thinking and behavior (suicidality) in
children, adolescents, and young adults (ages 18-24) with major depressive disorder (MDD) and other
psychiatric disorders. Short-term studies did not show an increase in the risk of suicidality with antidepres-
sants compared to placebo in adults beyond age 24; there was a reduction with antidepressants compared
to placebo in adults aged 65 and older. The pooled analyses of placebo-controlled trials in children and
adolescents with MDD, obsessive compulsive disorder (OCD), or other psychiatric disorders included a total
of 24 short-term trials of 9 antidepressant drugs in over 4400 patients. The pooled analyses of placebo-
controlled trials in adults with MDD or other psychiatric disorders included a total of 295 short-term trials
(median duration of 2 months) of 11 antidepressant drugs in over 77,000 patients. There was considerable
variation in risk of suicidality among drugs, but a tendency toward an increase in the younger patients for
almost all drugs studied. There were differences in absolute risk of suicidality across the different indications,
with the highest incidence in MDD. The risk differences (drug vs. placebo), however, were relatively stable
within age strata and across indications. These risk differences (drug-placebo difference in the number of
cases of suicidality per 1000 patients treated) are provided in Table 1.
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No suicides occurred in any of the pediatric trials. There were suicides in the adult trials, but the
number was not sufficient to reach any conclusion about drug effect on suicide. It is unknown whether the
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.

or M Syndrome (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.qg., hyperreflexia, incoordination)
and/or gastrointestinal symptoms (e.g., nausea, vomiting, diarrhea). Serotonin syndrome, in its most severe
form can resemble neuroleptic malignant syndrome, which includes hyperthermia, muscle rigidity, autonomic
instability with possible rapid fluctuation of vital signs, and mental status changes. Patients should be moni-
tored for the emergence of serotonin syndrome or NMS-like signs and symptoms. The concomitant use of
Lexapro with MAQIs intended to treat depression is contraindicated. If concomitant treatment of Lexapro with
a 5-hydroxytryptamine receptor agonist (triptan) is clinically warranted, careful observation of the patient is
advised, particularly during treatment initiation and dose increases. The concomitant use of Lexapro with sero-

ion is recc ded whenever possible. If intolerable symptoms occur following a decrease in the

dose or upon discontinuation of treatment, then resuming the previously prescribed dose may be consid-
ered. Subsequently, the physician may continue decreasing the dose but at a more gradual rate [see Dosage
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 malor depressnve dlsorder Lexapro should be introduced with care in patients
with a history of seizure disorder. Acti ia-In placebo-controlled trials of Lexapro in
major depressive disorder, activation of manla/hypomama was reported in one (0.1%) of 715 patients treat-
ed with Lexapro and in none of the 592 patients treated with placebo. One additional case of hypomania has
been reported in association with Lexapro treatment. Activation of mania/hypomania has also been reported
in a small proportion of patients with major affective disorders treated with racemic citalopram and other
marketed drugs effective in the treatment of major depressive disorder. As with all drugs effective in the treat-
ment of major depressive disorder, Lexapro should be used cautiously in patients with a history of mania.
Hyponatremia-Hyponatremia may occur as a result of treatment with SSRIs and SNRIs, including Lexapro.
In many cases, this hyponatremia appears to be the result of the syndrome of inappropriate antidiuretic hor-
mone secretion (SIADH), and was reversible when Lexapro was discontinued. Cases with serum sodium
lower than 110 mmol/L have been reported. Elderly patients may be at greater risk of developing hypona-
tremia with SSRIs and 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 A k jon]. Because esci am 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 patlems [see Dosage and Administration). Potential for
wi ine Oxidase Inhi In patients receiving serotonin reuptake inhibitor drugs in
combination with a monoamine oxidase inhibitor (MAOI), there have been reports of serious, sometimes




fatal, reactions including hyperthermia, rigidity, myoclonus, autonomic instability with possible rapid fluctu-
ations of vital signs, and mental status changes that include extreme agitation progressing to delirium and
coma. These reactions have also been reported in patients who have recently discontinued SSRI treatment
and have been started on an MAOI. Some cases presented with features resembling neuroleptic malignant
syndrome. Furthermore, limited animal data on the effects of combined use of SSRIs and 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 wh|le receiving therapy following baseline
evaluation. Adverse Events iated with Di 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).

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
Pediatrics (6 -17 years)-The overall profile of adverse reactions in pediatric patients was generally similar
to that seen in adult studies, as shown in Table 2. However, the following adverse reactions (excluding
those which appear in Table 2 and those for which the coded terms were uninformative or misleading)
were reported at an incidence of at least 2% for Lexapro and greater than placebo: back pain, urinary
tract infection, vomiting, and nasal congestion. Adults-The most commonly observed adverse reactions
in Lexapro patients (incidence of approximately 5% or greater and 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 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%

1Prlmanly 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.

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 Placebho
In Males Only
(N=407) (N=383)
Ejaculation Disorder
Anxiety (primarily ejaculatory delay) 12% 1%
Libido Decreased 6% 2%
Impotence 2% <1%
In Females Only
(N=737) (N=636)
Libido Decreased 3% 1%
Anorgasmia 3% <1%

There are no adequately designed studies examining sexual dysfunction with escitalopram treatment.
Priapism has been reported with all SSRIs. While it is difficult to know the precise risk of sexual dysfunction
associated with the use of SSRIs, physicians should routinely inquire about such possible side effects. Vital
Sign Changes-Lexapro and placebo groups were compared with respect to (1) mean change from baseline
in vital signs (pulse, systolic blood pressure, and diastolic blood pressure) and (2) the incidence of patients
meeting criteria for potentially clinically significant changes from baseline in these variables. These analyses
did not reveal any clinically important changes in vital signs associated with Lexapro treatment. In addition,
a comparison of supine and standing vital sign measures in subjects receiving Lexapro indicated that
Lexapro treatment is not associated with orthostatic changes. Weight Changes-Patients treated with Lexapro
in controlled trials did not differ from placebo-treated patients with regard to clinically important change in
body weight. Laboratory Changes-Lexapro and placebo groups were compared with respect to (1) mean
change from baseline in various serum chemistry, hematology, and urinalysis variables, and (2) the incidence
of patients meeting criteria for potentially clinically significant changes from baseline in these variables.
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 ventncula( 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 si 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. Meloprulul -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 (approximately = 56 times the maximum recommended human dose [MRHD] of 20 mg/day
on a body surface area [mg/m2] basis). Maternal toxicity (clinical signs and decreased body weight gain and
food consumption), mild at 56 mg/kg/day, was present at all dose levels. The developmental no-effect dose
of 56 mg/kg/day is approximately 28 times the MRHD on a mg/m?2 basis. No teratogenicity was observed at
any of the doses tested (as high as 75 times the MRHD on a mg/m? basis). When female rats were treated
with escitalopram (6, 12, 24, or 48 mg/kg/day) during pregnancy and through weaning, slightly increased
offspring mortality and growth retardation were noted at 48 mg/kg/day which is approximately 24 times the
MRHD on a mg/m2 basis. Slight maternal toxicity (clinical signs and decreased body weight gain and food
consumption) was seen at this dose. Slightly increased offspring mortality was also seen at 24 mg/kg/day.
The no-effect dose was 12 mg/kg/day which is approximately 6 times the MRHD on a mg/m2 basis. In
animal reproduction studies, racemic citalopram has been shown to have adverse effects on embryo/fetal
and postnatal development, including teratogenic effects, when administered at doses greater than human
therapeutic doses. In two rat embryo/fetal development studies, oral administration of racemic citalopram
(32, 56, or 112 mg/kg/day) to pregnant animals during the period of organogenesis resulted in decreased
embryo/fetal growth and survival and an increased incidence of fetal abnormalities (including cardiovascular
and skeletal defects) at the high dose. This dose was also associated with maternal toxicity (clinical signs,
decreased body weight gain). The developmental no-effect dose was 56 mg/kg/day. In a rabbit study, no
adverse effects on embryo/fetal development were observed at doses of racemic citalopram of up to
16 mg/kg/day. Thus, teratogenic effects of racemic citalopram were observed at a maternally toxic dose in
the rat and were not observed in the rabbit. When female rats were treated with racemic citalopram (4.8,
12.8, or 32 mg/kg/day) from late gestation through weaning, increased offspring mortality during the first
4 days after birth and persistent offspring growth retardation were observed at the highest dose. The no-
effect dose was 12.8 mg/kg/day. Similar effects on offspring mortality and growth were seen when dams
were treated throughout gestation and early lactation at doses = 24 mg/kg/day. A no-effect dose was not
determined in that study. There are no adequate and well-controlled studies in pregnant women; therefore,
escitalopram should be used during pregnancy only if the potential benefit justifies the potential risk to the
fetus. Pregnancy-Nonteratogenic Effects-Neonates exposed to Lexapro and other SSRIs or SNRIs, late in
the third trimester, have developed complications requiring prolonged hospitalization, respiratory support,
and tube feeding. Such complications can arise immediately upon delivery. Reported clinical findings have
included respiratory distress, cyanosis, apnea, seizures, temperature instability, feeding difficulty, vomiting,
hypoglycemia, hypotonia, hypertonia, hyperreflexia, tremor, jitteriness, irritability, and constant crying. These
features are consistent with either a direct toxic effect of SSRIs and SNRIs or, possibly, a drug discontinua-
tion syndrome. It should be noted that, in some cases, the clinical picture is consistent with serotonin
syndrome [see Warnings and Precautions). Infants exposed to SSRIs in late pregnancy may have an
increased risk for persistent pulmonary hypertension of the newborn (PPHN). PPHN occurs in 1-2 per 1000
live births in the general population and is associated with substantial neonatal morbidity and mortality. In a
retrospective, case-control study of 377 women whose infants were born with PPHN and 836 women whose
infants were born healthy, the risk for developing PPHN was approximately six-fold higher for infants
exposed to SSRIs after the 20th week of gestation compared to infants who had not been exposed to
antidepressants during pregnancy. There is currently no corroborative evidence regarding the risk for PPHN
following exposure to SSRIs in pregnancy; this is the first study that has investigated the potential risk. The
study did not include enough cases with exposure to individual SSRIs to determine if all SSRIs posed
similar levels of PPHN risk. When treating a pregnant woman with Lexapro during the third trimester, the
physician should carefully consider both the potential risks and benefits of treatment [see Dosage and
Administration]. Physicians should note that in a prospective longitudinal study of 201 women with a
history of major depression who were euthymic at the beginning of pregnancy, women who discontinued
antidepressant medication during pregnancy were more likely to experience a relapse of major depression
than women who continued antidepressant medication. Labor and Delivery-The effect of Lexapro on labor
and delivery in humans is unknown. Nursing Mothers-Escitalopram is excreted in human breast milk.
Limited data from women taking 10-20 mg escitalopram showed that exclusively breast-fed infants receive
approximately 3.9% of the maternal weight-adjusted dose of escitalopram and 1.7% of the maternal
weight-adjusted dose of desmethylcitalopram. There were two reports of infants experiencing excessive
somnolence, decreased feeding, and weight loss in association with breastfeeding from a racemic
citalopram-treated mother; in one case, the infant was reported to recover completely upon discontinuation
of racemic citalopram by its mother and, in the second case, no follow-up information was available. Caution
should be exercised and breastfeeding infants should be observed for adverse reactions when Lexapro
is administered to a nursing woman. Pediatric Use-Safety and effectiveness of Lexapro has not been
established in pediatric patients (less than 12 years of age) with Major Depressive Disorder. Safety and effec-
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 Cp,, 0f 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
Adve ions Observed with a Frequency of = 2%
and Greater Than Placehn 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 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% 566 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 su

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% The mech

Menstrual Disorder 2% 1%

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

pressive 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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Disorders Other Than Depression
Pose Highest Dropout Risk

A new national survey of people who had attended college found some
surprising patterns connecting mental disorders with the odds of complet-

ing school.

he association between

having a psychiatric diag-

nosis and failing to grad-

uate from college might

seem obvious, but an
analysis of national survey data indicates a
pattern of diagnoses that departs from the
common wisdom.

Depression is generally seen as a wide-
spread problem on college campuses, for
example, but the new study found that
people with bipolar I disorder, antisocial
personality disorder, and three types of
substance use disorders were all less likely
to graduate from college than those with
depression.

The study provided fresh evidence that
“psychiatric factors play a significant role
in college academic performance,” wrote
Justin Hunt, M.D., M.S., Daniel Eisen-
berg, Ph.D., and Amy Kilbourne, Ph.D.,
M.P.H., in the April Psychiatric Services.
“[TThe benefits of prevention, detec-
tion, and treatment may therefore include
higher graduation rates.”

Prior research by others found that
mental disorders in young people were
associated with shortened school careers

BY AARON LEVIN

at every level from primary school to col-
lege, with the greatest problem coming at
the high-school level.

“It’s very expensive when a kid drops
out of school,” said Jerald Kay, M.D., pro-
fessor and chair of psychiatry at the Boon-
shoft School of Medicine at Wright State
University in Dayton, Ohio.

On a practical level, the college loses
the revenue that accompanies a student,
said Kay, a former chair of APA’s Corre-
sponding Committee on Mental Health
on College and University Campuses.
Society at large loses the added produc-
tivity contributed by a college gradu-
ate compared with someone who never
earned a college degree. Most important,
the former student loses out on the per-
sonal benefits of having a college degree,
he noted.

“You can’t be lulled into a sense of com-
placency by thinking that [not having a
college degree] does not have a dramatic
effect on a young person’s life,” said Kay
in an interview.

Hunt and colleagues analyzed data
from the National Epidemiologic Sur-
vey on Alcohol and Related Conditions

(NESARC). The survey was conducted
in 2001-2002 by the National Institute
on Alcohol Abuse and Alcoholism and
included 15,800 adults over age 21 who had
entered college but had never graduated.

Questions on the NESARC covered
lifetime diagnoses of six psychiatric dis-
orders (mania/bipolar I disorder, major
depression, panic disorder with agora-
phobia, social anxiety disorder, general-
ized anxiety disorder, and antisocial per-
sonality disorder) and four substance use
disorders (alcohol, marijuana, amphet-
amine, and cocaine abuse or depen-
dence).

“These diagnoses were selected because
they represent some of the most common
diagnoses among adolescents and young
adults, and their symptoms have plausi-
ble effects on academic success,” said the
researchers.

The study did not ask about other diag-
noses common to young people such as
attention-deficit/hyperactivity ~disorder,
obsessive-compulsive disorder, and psy-
chotic disorders.

Major depression, generalized anxiety,
and social anxiety presented some ini-
tial associations with failure to graduate,
but were not significant after sociodemo-
graphic factors influencing college com-
pletion (such as racial or ethnic back-
ground and geographic region) were
accounted for.

In contrast, bipolar I disorder, antiso-
cial personality disorder, and marijuana,
amphetamine, and cocaine use disorders
were all “significantly and positively
associated with failure to graduate from
college,” they said.

Cynical Hostility Personality Trait
Strongly Predicts Depressed Mood

A long-term study finds that people who score high for cynical hostility are
five times more likely to have depressed mood almost two decades after

an initial evaluation.

“A cynic is a man who, when he
smells flowers, looks around for
a coffin,” the American satirist
H.L. Mencken once wrote.

Whether true or not, it looks as if cyn-
ics have a predilection toward depression,
a large prospective study conducted by
European investigators has found.

The lead investigator was Hermann
Nabi, Ph.D., an epidemiologist and
research fellow at INSERM (the French
National Institute of Health and Medical
Research). Results were published in the
March Psychological Medicine.

The study included 3,399 London civil
servants aged 35 to 55. Subjects were eval-
uated for the personality trait of cynical
hostility, which is characterized by cyni-
cism, distrust, resentment, and suspicion.

A reliable, validated instrument called
the Cook-Medley Hostility Scale was
used for this analysis. Subjects were also
evaluated for common mental disorders
with the General Health Questionnaire;
for health-related behaviors such as exer-
cise, smoking, and alcohol consumption;
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for stressful life events; and for existence
of social supports. Also, they were asked
whether they were taking antidepres-
sants. Several times during the follow-
ing 19 years, they were again evaluated
for stressful life events and social support.

Nineteen years later, that is, when they
were between the ages of 54 and 74, sub-
jects were evaluated for depressive mood as
determined by the Center for Epidemio-
logic Studies Depression Scale. Nabi and
his colleagues then looked to see whether
there was a statistically significant link
between possessing the personality trait
of cynical hostility and having a depressed
mood 19 years later.

There was. In fact, it was a dose-
response one, with persons scoring in the
highest quartile of cynical hostility being
five times more likely to have a depressed
mood 19 years later than persons scoring
in the lowest quartile.

Moreover, these findings were atten-
uated only a little when some possibly
confounding variables were considered,
including  sociodemographic  factors,

health-related behaviors at baseline,
depression at baseline, use of antidepres-
sants at baseline, and stressful life events
and emotional support both at baseline
and several times during the next 19 years.

Cynical hostility is “a long-term vul-
nerability factor for depressive mood,”
Nabi and his team concluded.

But why might this be? “The person-
ality characteristic of cynical hostility is
associated with increased interpersonal
conflicts, lower social support, and more
stressful life events,” Nabi told Psychiatric
News. “All these factors have been found to
be associated with an increased likelihood
of being depressed.”

Their findings also have clinical implica-
tions, Nabi believes. “Since cynical hostil-
ity is a strong predictor of depressed mood
over the long term, it could explain why
some individuals are persistently depressed
or resistant to depression treatment.”

The study was funded by the Euro-
pean Science Foundation, United King-
dom Medical Research Council, Academy
of Finland, British Heart Foundation, U.S.
National Institutes of Health, U.S. Agency
for Health Care Policy and Research, and
the John D. and Catherine T. MacArthur
Foundation.

An abstract of “Hostility and Depres-
sive Mood: Results From the Whiteball 11
Prospective Cobort Study” can be accessed
at <bttp://journals.cambridge.org/action/
displayfournal?jid=PSM> by clicking on
the March 2010 issue and then the article
title. W

Hunt and colleagues speculated on
why bipolar I disorder might show a
strong positive association with drop-
ping out of college, while no such asso-
ciation was found with other serious
conditions including major depression,
generalized anxiety, or panic disorder
with agoraphobia.

The general stress of college study,
combined with drinking, poor sleep pat-
terns, and the emotional ups and downs of
interpersonal relationships might contrib-
ute to the development of bipolar disorder,
they suggested.

One surprise to the researchers was
the slightly negative and statistically
insignificant association of alcohol use
disorder with college completion. A pre-
vious study of mental disorders and edu-
cational attainment did find a significant
role for alcohol abuse in limiting college
careers.

Hunt and colleagues’ finding thatalco-
hol abuse did not contribute to college
failure is also at odds with the experience
of college health officials in the United
States, said Kay. Heavy drinking is asso-
ciated with a host of educational and per-
sonal problems, like missing classes,
poorer schoolwork, increased unprotected
sex, and trouble involving police.

“It’s important not to underestimate
the importance of alcohol use,” Kay
emphasized.

Why use of cocaine, marijuana, or
amphetamines but not alcohol might con-
tribute to poor college outcomes posed
another question.

“In the college population, it may be
difficult to sort out recreational drinking
from true problem drinking with DSM-
1V diagnostic criteria alone,” the research-
ers said.

Disorders that did not show an associa-
tion might have affected college students
less because they created fewer problems
for the students, said the authors. Per-
haps the students with those conditions
may simply be more resilient, or maybe
some traits—such as anxiety—may actu-
ally push some students to work harder,
they said.

Improved awareness and treatment may
be having an effect, too, said Kay. “I think
we’ve made a dent in the problem, and it
may point to success in treating depression
and anxiety on campus.”

“Consequences of Receipt of a Psychiat-
ric Diagnosis for Completion of College” is
posted at <bitp://psychservices.psychiatry
online.org/cgi/content/full/61/4/399>. A

New Orleans
Says Thanks!

To welcome annual meeting attendees
to the Big Easy, New Orleans
restaurants and other businesses will
be offering discounts during APA’S visit.
Discounts will be available from <www.
neworleanscvb.com/mini/index.cfm/
minisitelD/47/hit/1/>. Become a fan of
APA on Facebook at <www.facebook.
com/pages/American-Psychiatric-
Association/44137769986> and follow
APAPsychiatric on Twitter for meeting
updates and discounts.
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m Proven safety and tolerability with low risk of gastrointestinal side effects may lead to
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m Reduces caregiving time, cost, and caregiver distress®®’
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NAMENDA® (memantine HCI) is indicated for the Extending memory and function

treatment of moderate to severe Alzheimer's disease.

NAMENDA is contraindicated in patients with known hypersensitivity to memantine HCI or any excipients used
in the formulation. The most common adverse events reported with NAMENDA vs placebo (=5% and higher
than placebo) were dizziness, confusion, headache, and constipation. In patients with severe renal impairment,
the dosage should be reduced.
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INDICATIONS AND USAGE

Narenda (menantne hydrochioridel is indizated for the sreatmenl of
miderate t severe damentia of the Alzhaimer's Sype.
CONTRAINDICATIONS

Namenda {remanting hycrachlonde) s eentraindicated n patients with
knewn hypersensifiity o memantne ~wdrochhoride or 12 any exgipients
ugea i the *armulation.

PRECALTIONS

Imormatian tor Patients and Caregivers: Caregivers sould be instruced in
the recemmendad admir isteation itwiee per day “or dases abovs § mg! and
o0se escalation (i mum interéal of one week Setween dose incraases).
Neurnlogical Conditions

Seizures: Mamenda Fas not bean sysiematically evaluzied ir paterts with
i senzure disorder. In chniczl trials of Namenca. se:2ures ocourred in 0.2%
of pazents treated with Namenda ard 0.5% of pzhenis <eated with placebo.
Genilourinzry Condilions

Conditions that raise unine oH may ceceease the urinary eliminalion of
memanting resuting in incregses plasma levels of memanting.

Special Papulalions

Hepatic Impairment

Namenda urdergoes partial Fepatic metabolism. with about 48% of
administered dose excreted in uring as urchanged drag or &s the sum ot
parent drup and the N-glucuronidz conjagate (74%). MG dosige adusiment
is needed 0 patiens with mild or moderate hepatic impa-rmant. Nangnda
sould be admimstered with caution to patients with sevese hepatic
imparment,

Renal Impalrment

No aosage adjustment is neadeq in patients with mild or —cderate renal
imparmenl. A dosage reduction s tecommended n patients with severe
renal mmparment ise¢ CLIMICAL P-ARMACDOLOGY end DOSAGE &ND
ADMINISTRATICN in Full Prescrifing Inforaticn)

Drug-Drug Interactiens

A-tpthpl-D-aspartate (NMDA! antagomists: Tha combrad use of

st Iaformakon foe

Sight maternal {oxic.ky. decrezsed pup weights and an increasad ir cidznce ol
ron-cesifisd cervizal vertetrag were seen it gn o7zl cose of 18 mghkniday
17 & study nwh ch rats wera given oral memanting hegicning pre-mating a-d
continung through the postpartu- penod. Shoht maternzl twizity ard
decraased pud weigws were alse seen 3; this dose .n a study in which rats
were treated from day 15 o' gastadon through the past-partum perind. The
no-gHact dose for these effects wis § moskp, which is 3 times tre MRHD
0n @ mgém- basis.

There irz no adequate and well-contrelled studies. of memanting in pregnant
womer. Memanting should be used during pregnancy only il the patential
beneti® jLslfies “ue potentizl nsk to the fet.s

Nursing Malhers

It i not known whether memranting 15 excreted in cuman Greas! mik,
Because many drugs are ecreted in human milk. caduon should be
exzrcised when memarting is administered o 3 nursing mother,
Pedigtric Usa

There ate no gdequate 3¢ well-contrallzd trias documenting the safety
and etticacy cf memanting in any iliness goca-ring in children.

ADVERSE AEACTIONS

The expeniznca dascribed in bhis sechion deives from studies in patients
with Alzheimars disgass and vascular demenbe.,

Adverse Events Leading lo Diseontinuation: In placebo-controllec trizls in
whch demertia patients rece ved doses of Namaaca up b 20 mgsday. 1he
likelihood of discantinuation because of an adverse event wes the same in
the Namenda g-oup as in e placebo grovp, Yo individual acverse event
was associated with the discontinuation of treatrent ia 1% or rere of
Mamenda-treated pabents and & 4 rate greate- than olacebo.

Adverse Evenls Reported in Controlled Trials; Tha repotten adverce events
in Mamenda {memantine hydrochlorice] tials refleet expenence ganad
urkiler closely monitored conditions in a highby selected patien g opulztion, In
actual practice or in other clinical trialg, these *"equency estimates may not
aoply. 35 the conditions of use “eporting behavior and the types of patients
frearadd miay difle- Table 1 isls treatment-erm ergent signs and symgptams that
were reporfed in at lzas 2% of patiznts in placebo-controlled derentia trials
ard for which the rate of cooumenze was greater for patients dreated weth
MNamenda tha~ ‘or those treated with placzbe. No adverse event accurred a1
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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Regulatory Briefs
® The Food and Drug Administra-
tion (FDA) Division of Drug Market-
ing, Advertising, and Communications
(DDMAC) senta warning letter to Takeda
Pharmaceuticals concerning “false and
misleading” promotional materials for the
sleep medicine ramelteon. The January 28
letter stated that a sell sheet for the drug
made unsubstantiated claims for its supe-
riority, omitted and minimized risks, and
made a misleading claim. The sell sheet, a
promotional brochure, claims that ramelt-
eon has no abuse potential and implies that
the drug has no toxicity compared with
other sleep medications, which the FDA
considers unsubstantiated and misleading.
The FDA warning letter to Takeda
is posted at <www.fda.gov/downloads/
Drugs/GuidanceComplianceRegulatory
Information/EnforcementActivities
byFDA/WarningLettersandNoticeof
ViolationLetterstoPharmaceutical

Companies/UCM205265.pdf>.

e Eisai Medical Research Inc. was issued
a warning letter on February 3 from the
FDA’s DDMAC for misleading T'V adver-
tisements for domepezil. The advertise-
ments, according to the FDA, overstated
the drug’s efficacy by depicting dramatic
changes in simulated patients’ behaviors
before and after taking the Alzheimer’s
drug and implying that patients’ func-
tioning and cognition can return to nor-
mal with the medication. Such claims are
unsubstantiated by clinical-trial results
and are thus considered misleading. The
company was asked to cease distributing
the advertisement.

The FDA warning letter to Eisai
is posted at <www.fda.gov/downloads/
Drugs/GuidanceComplianceRegulatory
Information/EnforcementActivities
byFDA/WarningLettersandNoticeof
ViolationLetterstoPharmaceutical

Companies/UCM201238.pdf>.

® During a March 15 meeting, experts
on the FDA’s Neurological Devices Advi-
sory Committee were divided over whether
Medtronic’s deep brain stimulation device
should be approved for treating severe epi-
lepsy. The device was previously approved
for treating Parkinson’s disease and for
compassionate use in patients with severe
obsessive-compulsive disorder. In a ran-
domized, double-blind clinical trial con-
ducted with patients refractory to multiple
antiepileptic drugs, the deep brain stimula-
tion failed to show significant efficacy over
sham stimulation in which the device was
implanted but not turned on. The panel
voted 7-5 to approve the device, which
leaves the FDA with no clear recommenda-
tion for the device’s approval or rejection.

* The FDA granted fast-track review sta-
tus to a treatment intended for autism,
according to an announcement by Cure-
mark LLC in February. The treatment,
known as CM-AT, is an undisclosed pro-
prietary formulation of enzymes devel-
oped by the company and is being tested
in phase 3 clinical trials.

* The Physician Payments Sunshine Act
0f 2009 was signed into law on March 23 as

COMPILED BY JUN YAN

a part of the sweeping health care reform
legislation. It requires all U.S. manufac-
turers of drugs, devices, biologics, and
medical supplies to report payments to
physicians and teaching hospitals that
exceed $100 annually to the Department
of Health and Human Services (HHS).
Effective January 1, 2012, all manufac-
turers are required to begin recording the
physician’s name, address, and national
provider identifier; the amount of pay-
ments; and the purpose of the payment.
These data will be transferred to HHS
annually, and HHS will then post the data
on a public Web site.

Certain categories are exempt from
this reporting requirement, includ-
ing educational materials given to ben-
efit patients, rebates and discounts, and
dividend or investment interest paid
through a publicly traded stock or mutual
fund. However, physician ownership or
investment interest in manufacturers
and group-purchasing organizations
is required to be disclosed. Physicians
who are employees of a company are also
exempt. Companies can delay reporting
the names of physicians who are paid to
conduct clinical trials on developing new
drugs or products for four years or until
the product is approved for marketing,
whichever comes first.

The text of this law is posted at <www.
prescriptionproject.org/tools/sunshine_
docs/files/Sunshine_Leg_Language.pdf>.

Industry Briefs

¢ Along-acting formulation of buprenor-
phine is being tested in a randomized,
controlled, phase 3 clinical trial, its devel-
oper, Titan Pharmaceuticals, announced
on March 30. This formulation, known
as Probuphine, is a subcutaneous injec-
tion that purportedly delivers a continu-
ous, therapeutic level of buprenorphine
for six months with one administra-
tion. In this phase 3 trial, two groups of
patients are being given the long-acting
buprenorphine product or placebo in a
double-blind manner and followed for 24
weeks. In addition, a second comparison
group will receive Suboxone sublingual
tablets in an open-label fashion for the
same duration.

¢ The FDA approved low-dose formula-
tions of the tricyclic antidepressant dox-
epin, at 3 mg and 6 mg, for treatment
of transient or chronic insomnia due to
sleep-maintenance difficulty, accord-
ing to a March 18 announcement by
Somaxon Pharmaceuticals. The effect of
doxepin on sleep maintenance is believed
to be derived from its antagonism of the
histamine-H  receptor. Unlike other
insomnia medications, doxepin is not a
controlled substance.

* A drug candidate in late-stage clini-
cal development for treating Alzheimer’s
disease failed two phase 3 trials, Pfizer
and Medivation Inc. announced March
3. In the randomized, double-blind, pla-
cebo-controlled clinical trials, dime-
bon (also known as latrepirdine) did
not meet the primary or secondary end-
points in nearly 600 patients with mild to
moderate Alzheimer’s after six months of

(¢ el check

treatment. Outcome endpoints included
cognitive function, measured by the
Alzheimer’s Assessment Scale—cogni-
tion subscale (ADAS-cog); global func-
tioning, based on the Clinician’s Inter-
view-Based Impression of Change Plus
Caregiver Input (CIBIC-plus); and activ-
ities of daily living, measured by the
Alzheimer’s Cooperative Study Activi-
ties of Daily Living Scale ADCS-ADL).
Dimebon was tested in two dosages, 5
mg or 20 mg three times daily, but nei-
ther dosage showed significant differ-
ence from placebo.

These results are a major disappoint-
ment for the two companies that are co-
developing the drug, which showed some
promise in phase 2 trials. Four other phase
3 clinical trials are still ongoing.

¢ Several phase 3 clinical trials will be
conducted to test the efficacy and tolerabil-
ity of two antidepressant candidate drugs
being jointly developed by Lundbeck and
Takeda, the two companies announced on
March 3. Of the two investigational drugs,
Lu AA21004 is an antagonist of the sero-
tonin 5-HT3, 5-HT5, and SHT;g recep-
tors and an agonist of the 5-HT| recep-
tor. It also inhibits serotonin reuptake. Lz
AA24530 inhibits the reuptake of multiple
monoamines and inhibits the SHT3 and
5-H'T,¢ receptors.

Lu AA21004 is currently in phase 3
development for treating moderate to
severe depression, and data have shown
“encouraging results,” according to the
companies’ announcement. Lu AA24530
has passed phase 2 development and been

deemed favorable for phase 3 trials, which
are scheduled to begin this year.

® In January and March, Allon Thera-
peutics released promising results from
clinical trials of its investigational drug
davunetide, which is being studied for
treatment of schizophrenia, amnestic mild
cognitive impairment, and frontotempo-
ral dementia. A phase 2a trial suggested
that treatment with davunetide was asso-
ciated with significantly increased levels
of N-acetyl aspartate in the dorsolateral
prefrontal cortex, a biomarker whose level
is decreased in patients with schizophre-
nia and patients with brain injuries and
dementia. A phase 1 trial validated the tol-
erability and pharmacokinetics of an intra-
nasal formulation of the drug.

Davunetide, a molecule derived from
an endogenous protein called activity-
dependent neuroprotective protein, may
improve cognitive function in a range of
neurodegenerative diseases. The drug has
already received orphan-drug designation
from both the FDA and European regu-
latory authority for treatment of progres-
sive supranuclear palsy, a neurodegenera-
tive brain disease.

* AstraZeneca, the maker of quetiapine,
will discontinue its research programs in
schizophrenia, bipolar disorder, and depres-
sion as part of its corporate restructuring,
according to a March 2 report by Reuters.
Other diseases, including acid-reflux dis-
ease and thrombosis, will also be cut from
its research portfolio as the company plans
to eliminate 1,800 global research staff. W

Allied Groups to Meet at Annual Meeting

he Indo-American Psychiatric Asso-

ciation and the American Academy of
Psychoanalysis and Dynamic Psychiatry
are among the organizations that will be
meeting in conjunction with APA’s 2010
annual meeting in New Orleans later this
month.

* The 31st annual meeting and banquet
of the Indo-American Psychiatric Associa-
tion will be held on Sunday, May 23, at the
Loews Hotel Conference Center at 300
Poydras Street.

The scientific portion of the meeting,
which begins at 1:30 p.m., will feature lec-
tures by Nutan Vaidya, M.D., a professor
and chair of the Department of Psychia-
try and Behavioral Sciences at the Rosalind
Franklin University of Medicine and Sci-
ence, Chicago Medical School; Razia Kosi,
L.C.SW.-C.,a cultural proficiency special-
istin the Howard County Public Schools in
Maryland.; Anand Kumar, M.D., a profes-
sor and chair of the Department of Psychi-
atry at the University of Illinois at Chicago;
and Neha Navsari, Ph.D., a therapist and
researcher in the Early Emotional Devel-
opment Program at Washington Univer-
sity School of Medicine.

The business meeting and banquet will
be held from 6:30 p.m. to 11 p.m. The eve-
ning begins with a reception at 6:30 p.m.,
with the president’s address and awards
ceremony at 8 p.m. Dinner and dancing
will follow.

Registration is required; the cost of

the banquet is $30. More information
is available from Rudra Prakash, M.D.,
at (615) 364-7406 or rudraprakash@

comcast.net.

* “Trauma, Resiliency and Psychody-
namic Psychiatry” is the theme of the
54th annual meeting of the American
Academy of Psychoanalysis and Dynamic
Psychiatry. The meeting will be held May
20 to 22 at the Astor Crowne Plaza at 739
Canal Street.

The American Academy of Psychoanal-
ysis and Dynamic Psychiatry works closely
with APA, translating the applicability of
the concepts of psychoanalysis and psy-
chodynamics into the fields of neurobi-
ology, psychopharmacology, cross-cul-
tural psychiatry, creativity and the arts,
and related disciplines. Under the lead-
ership of Eugenio Rothe, M.D., and co-
chairs David Lopez, M.D., and Juan Raul
Condemarin, M.D., this meeting draws
upon regional, national, and international
speakers to pursue this goal.

The meeting will feature presenta-
tions by Glen Gabbard, M.D., Richard
Friedman, M.D., Howard Osofsky, M.D.,
Charles Zeanah, M.D., Marty Drell,
M.D., Clarice Kestenbaum, M.D., Sheila
Hafter-Gray, M.D., and Richard Ches-
sick, M.D.

More information about the meeting
is posted at <http://aapdp.org/index.php/
meetings/meeting_details/S4th_annual_
meeting_-_new_orleans_la/>. W
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Cajun Country Journey Reveals
Region’s Unique Culture, History

One need not travel far from New Orleans to find the mangrove trees,
Spanish moss, and languid bayous that distinguish the area and remain
protected through Jean Lafitte National Historical Park and Preserve.

he man for whom Jean

Lafitte National Histori-

cal Park and Preserve was

named when it was estab-

lished in 1978 is as myste-
rious as the murky and vast swamplands
that characterize one of its six sites, the
Barataria Preserve.

Known by some as the “Gentleman
Pirate of New Orleans” and others as the
“Terror of the Gulf,” Lafitte preferred to
be known as a privateer and not a pirate—
he never plundered an American ship—
yet he organized a crew of fisherman to
smuggle goods into the Mississippi Delta
region, including linens, furniture, spices,
and trinkets, during the early 1800s.

At the time, the delta was abundant in
wildlife. To this day, much of the area’s
natural beauty and cultural traditions have
been preserved through the national park’s
Six sites.

The Barataria Preserve is located
in Marrero, about a half hour south of
New Orleans, and borders the Bayou des

Interested in
College MH?

APA members who are working or
interested in college mental health are
invited to attend the meeting of APA’s
College Mental Health Caucus on
Tuesday, May 25, from 9 a.m. to 11 a.m.
in the Burgundy Room on the first floor of
the Hilton New Orleans Riverside hotel.

“ REGISTER NOW FOR

THE MEETING!

There are two easy ways to register
in advance for APA’'s 2010 annual
meeting and courses. Forms to reg-
ister by mail or fax can be accessed
at APA’'s Web site at <www.psych.
org/MainMenu/EducationCareer
Development/Meetings/Annual
Meeting.aspx> under “Meeting Reg-
istration.” Faxed and mailed forms are
assessed a $10 administrative fee.

FAX REGISTRATION FORM

Fax your completed registration form
with credit card information to (703)
907-1097.

MAIL REGISTRATION FORM
Mail your completed registration form
and payment by credit card or check
made payable to APA to APA Annual
Meeting, Department 235, Washing-
ton, D.C. 20055-0235.

During the meeting, you can regis-
ter on site at the Morial Convention
Center. For registration dates and
times, see page 2.
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Families. The preserve protects 20,000
acres of bayous, swamps, marshes, and
dense forests of cypress and mangrove
trees. Natural inhabitants of the pre-
serve include alligators, armadillos, and
more than 300 species of birds. Visitors
can explore the preserve on land by tra-
versing the preserve’s many trails and
boardwalks or the waterways via canoes
and kayaks.

The preserve’s visitor center features
exhibits about Louisiana’s wetlands and
the humans and animals who have inhab-
ited the area for centuries, and there are
ranger-guided walks daily at 10 a.m. and
2 p.m.

Just six miles down river from New
Orleans in Chalmette is the Chalmette
Battlefield and National Cemetery,
site of the 1815 Battle of New Orleans.
The cemetery is the final resting place
for more than 15,000 troops who fought
in the Civil War, the Spanish-American
War, World Wars I and 11, and the Viet-
nam War.

On the grounds of the battlefield stands
the Chalmette Monument, which pays
tribute to General Andrew Jackson and
the men under his command in the Battle
of New Orleans.

The historic Malus-Beauregard
House, builtin the 1830s and named for
its first and last owners, also stands on
the battlefield grounds. The mansion
is a stately example of French architec-
ture and served as the country home for
anumber of wealthy families in the 19th
century.

At the French Quarter Visitor Cen-
ter, located on Decatur Streetin the heart
of the French Quarter, visitors can learn
about the history of the city. Each day,
park rangers offer a free walking tour
through the French Quarter at 9:30 a.m.

views of the marsh wildlife in the Barataria Preserve.

The rangers distribute 25 free tickets
beginning at 9 a.m., and tours last about
an hour.

People who want to strike out on their
own can stop by the visitor’s center and
pick up amap of a self-guided walking tour
and a guide of historic homes and muse-
ums in the French Quarter.

Three of the park’s six sites are dedi-
cated to educating the public about Cajun
culture and history.

The Acadian Cultural Center fea-
tures educational ranger programs,
films, exhibits, storytelling, dance, and
food to inform visitors about the tradi-
tions of the Acadians, or Cajuns, who
have inhabited the prairies, bayous, and
marshes of Southern Louisiana for cen-
turies. The center is located in Lafayette,
about 25 minutes south of New Orleans
by car. Each day at 2:45 p.m., rangers
give free talks on the history and cul-
ture of the area.

Saturdays are a good day to visit the
Prairie Acadian Cultural Center in
Eunice. On exhibit are old photographs
and artifacts of Cajun people over the
years. On Saturdays at 3 p.m., the center
offers free Cajun music and dancing as

APA Lifers to Host Special Events at Meeting

he APA Lifers will hold a series of

events during APA’s 2010 annual meet-
ing in New Orleans. The group’s mission
is to support APA and its members who
have achieved life member, life fellow, and
distinguished life fellow status.

These members work with APA in fur-
thering its work to benefit patients and
advancing the future of psychiatric research
and services. In doing so, the Lifers engage
in related charitable, educational, and social
endeavors in psychiatry and bring into
closer fellowship the members who have
reached life status within APA.

Here is the schedule of the Lifers’ events:

Sunday, May 23
9a.m.-10:30 a.m.
Workshop: From Narrative and Theory

to Evidence-Based Support for Psychia-
trists Working Under Extreme Stress, led
by Sheila Hafter Gray, M.D., APA Lifers
president

Room 237, Morial Convention Center

Tuesday, May 25

7:30 a.m.-9 a.m.
Lifers Business Meeting/Educational
Forum

Bell Chase Room, Third Floor, Hilton New
Orleans Riverside hotel

7 p.m.-9 p.m.

Lifers reception and presentation of the
Harold E. Berson, M.D., Lifers Award to
Edward Hanin, M.D.

Marlbourough Room B, Second Floor, Hilton
New Orleans Riverside hotel B

a zydeco band performs. There are also
free cooking demonstrations each Satur-
day at 4 p.m. in which rangers and vol-
unteers share their recipes for seafood
gumbo and etoufee, for instance.

The public can also learn more about
Cajun history and culture at the Wet-
lands Acadian Cultural Center in
Thibodaux, located about 45 minutes
west of New Orleans. Exhibits showcase
Cajun furniture and clothing. Mondays
at 5:30 p.m., there is a free delta-music
jam at which visitors can sit in on blues,
zydeco, country, gospel, jazz, and Cajun
performances.

Information about the six sites of the
Jean Lafitte National Park and Preserve,
including bours of operation and phone
numbers, is posted at <www.nps.gov/
jela/index.btm>. Admission to all sites is

free. B

Doping and Athletics
iven the big stakes in scholastic and

G professional athletics, it’s not sur-
prising that athletes succumb to the
temptation or pressure to take perfor-
mance-enhancing drugs. And sometimes
athletes need to take substances that are
banned for medical reasons. These are
just some of the issues and problems
that will be discussed in the symposium
“Doping and the Athlete” at APA’s 2010
annual meeting.

The symposium, which will be held
Saturday, May 22, at 1 p.m., will be led by
Antonia Baum, M.D. Topics include the
history of doping in athletics and the anti-
doping movement, a guide to the ther-
apeutic-use exemption for psychiatrists
treating athletes with medications on the
banned-substance list and how to make
the case to get such an exemption, the
role of the U.S. Anti-Doping Agency in
the therapeutic-exemption process, dop-
ing-control efforts in collegiate athletics
from the NCAA perspective, and the eth-
ics of doping in athletics. Questions will
be taken from the audience at the end of
the session. W

Credit: National Park Service



MBHOs

continued from page 1

The government will issue its brief this
month, and a decision is expected before
the July 1 effective date of the parity reg-
ulations, Muszynski told Psychiatric News.

In response to a “request for informa-
tion” issued last summer by the Depart-
ment of Health and Human Services, APA
argued for a stringent interpretation of
the parity bill—one that views parity as
“not just about equality of coverage, but
equality of access to care and equality in
how providers are treated relative to other
providers,” as Muszynski told Psychiatric
News at the time (Psychiatric News, June
19, 2009).

The government’s final interim rule,
issued on February 2, was largely in line
with APA’s interpretation, and it is essen-
tially that interpretation thatis at the heart
of the dispute: can MBHOs impose cer-
tain kinds of management strategies not
imposed on medical-surgical services and
still comply with the parity law?

The MBHOs state in their suit that
they can—indeed, that those strategies
are essential to providing coverage that is
comparable to medical-surgical services.
But APA and other groups in the Coali-
tion for Parity Implementation are urging
the court to uphold the government’s rule
and to proceed with the July 1 implemen-
tation of parity.

“APA has had a long-term commit-
ment to parity, and it took many years and
many battles to make sure it happened,”
said Robert Cabaj, M.D., chair of APA’s
Council on Advocacy and Government
Relations. “I believe it would be to the
detriment of patients if there were further
delays in implementing parity.”

Management Should Be Comparable

The suit revolves around substantive
issues regarding the management of men-
tal health benefits under parity and one
procedural complaint about the process
the government used in issuing its final
interim rule (see box; a report on the rule
appeared in the March 5 Psychiatric News).

The substantive issues relate to two
items spelled out in the government’s
interim final rule—one that requires a
single deductible for both mental health
and other medical conditions and one
that prohibits “nonquantitative” treat-
ment limitations.

Nonquantitative treatment limitations
(NQTLs) are distinct from quantitative
treatment limitations that can be mea-
sured numerically—such as annual and
lifetime dollar limits and limits on office
visits per year—and refer to a range of
practices that MBHOs have used to man-
age behavioral health care costs.

These include medical management
standards, prescription drug formulary
design, standards for provider admission
to networks, fail-first policies or step-ther-
apy protocols, and conditioning benefits
on completion of a course of treatment.

Such practices are prohibited under the
government’s interpretation if they are not
applied comparably to medical-surgical
services.

“It’s clear enough what the law is refer-
ring to when it speaks of quantitative
treatment limits,” Muszynski said. “The
debate centers around what Congress
meant about ‘other similar’ limitations.
Our legal analysis of what was intended
by ‘other similar treatment limitations’
included such things as medication man-
agement, step therapy, or other practices
that were not equivalent to the medical-
surgical side.

“The regulations don’t say—and we
are not saying—that they can’t manage
the benefit,” he continued. “But we say
you can’t manage the benefit in a way
that is not comparable to medical-sur-
gical services.”

In its suit, the MBHOs insist that the
nonquantitative treatment limitations are
essential to managing behavioral health
care costs and maintaining equality of
coverage.

“For example, precertification [and]
preauthorization for outpatient care are
critical tools to ensure that plan mem-
bers are receiving the behavioral health
care services they need from the most
appropriate level of provider and in the
most appropriate setting,” the MBHOs
state in their suit. “[T]he nonquantita-
tive treatment limitation requirements
could resultin these tools being stripped
away merely because there is oftentimes
no need for preauthorization in the med-
ical-surgical context.”

The second contention by MBHOs
concerns the government’s rule requiring
one deductible for both “physical and men-
tal health” conditions. APA, in its com-
ments to the government last summer,
argued for the single deductible.

Register to Receive Drug Alerts Online

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

These are among other HCNN features:

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

physician account.

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

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

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

delivery.

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

925-5155.

MBHOs Claim Government
Bypassed Right to Comment

Managed behavioral health care organizations, in their suit against the government’s
interpretation of the new parity law, are alleging that the government bypassed due process
by issuing an interim final rule implementing the law.

The plaintiffs claim the government missed its own deadline of October 1, 2009, for issu-
ing a “proposed rule for comment” and instead issued the interim final rule in February with
the expectation that employers and health plans would be in compliance by July 1. The plain-
tiffs also claim they were denied the chance to comment on substantive issues that were
included as regulations in the interim final rule (see article beginning on page 1).

“The absence of a true and complete notice and comment period resulted in confusing,
flawed, and untested requirements,” the plaintiffs state in their suit.

Irvin “Sam” Muszynski, J.D., director of APA's Office of Healthcare Systems and Financ-
ing, said that the Department of Health and Human Services did issue a “request for infor-
mation” (RFI) in April 2009 to which APA and many other groups—including the managed
behavioral health care industry—provided voluminous documentation.

Muszynski emphasized, for instance, that Magellan Health Services submitted comments
to the wDepartment of Health and Human Services at the time of the RFI that address all of
the issues the MBHOs are now citing as grievances in the interim final rule, including treat-

ment limitations and the single deductible.

He called their complaint specious and said, “There is no new information they could have
provided to the government that they didn’t already provide in the request for information.”

Pamela Greenberg, M.P.P., executive director of the Association for Behavioral Health and
Wellness—which represents behavioral health care organizations but is not a party to the
suit—said there was nothing in the RFI about nonquantitative treatment limits (NQTLS).

“Therefore, comments submitted did not reflect concerns/implications on this topic,” she
told Psychiatric News. “As a result the regulators did not have a full sense for the impact the

NQTLs would have.”

But a 14-page response from Magellan Health Services to the government’s RFI reveals
that the company did specifically address the issue of treatment limitations, arguing that non-
quantiative treatment limits were not “similar” to the limits proscribed by the parity law, and

that therefore the law does not apply to them.

“The regulations should clarify that the term ‘other similar limits on the scope or dura-
tion of treatment” includes only those elements of a plan design which limit the treatment in
terms of time, frequency, or duration,” Magellan stated. “We do not believe it was the intent
of the legislation to include, nor does the actual language support inclusion of, nonnumerical

or nonquantifiable limits. . .. "

The interim final rule and Magellan’s comments are posted at <www.regulations.
gov/search/Regs/home.htmi#documentDetail?R=09000064809¢321d>.

In the interim final rule, the govern-
ment conceded that the statutory language
around whether plans should have a sin-
gle or two separate deductibles is not clear
and could support either interpretation,
and that cost implications for MBHOs of
a unified deductible were unclear. But the
interim final rule states that the govern-
ment chose to require the single deductible
“because this position is more consistent
with the policy goals thatled to the enact-
ment” of the parity bill.

APA Medical Director James H. Scully
Jr., ML.D., argues that no plan imposes two
separate deductibles for, say, diabetes and
cancer care. “Why should there be separate
deductibles for psychiatric care and other
medical care?” he remarked to Psychiatric
News. “In the interest of the patient, gen-
eral medical and psychiatric care should be
better integrated.”

But the MBHOs claim in their suit that
the unified deductible will result in cost
increases and serve as a barrier to care for
lower-income individuals. “[T]he single
deductible inevitably will be higher than
the stand-alone behavioral health deduct-
ible, which in many group health plans is
lower than the medical deductible.”

MBHOs Face New Challenges

Colleen Barry, Ph.D., a health policy
researcher at Yale University who has stud-
ied the effects of parity, said that the gov-
ernment’s rule presents an unprecedented
challenge to the behavioral carveoutindus-
try—and with regard to the rules around
NQTLs, one that was not expected.

“It’s fair to say that the plans and
employers were not expecting this broad

an interpretation of the law,” Barry told
Psychiatric News. “The carveouts are fac-
ing a substantial burden given that the
requirements are far reaching and that
the carveouts are not well set up to mirror
how plan management occurs on the med-
ical-surgical side. It’s clearly not without
cost for the industry to comply with these
regulations. It’s also important to keep in
mind that this is the first real regulation
that the carveout industry has had to con-
tend with other than HIPAA.”

She noted as well thatin studies show-
ing that parity did not add significantly
to overall costs for health plans under
the Federal Employees Health Benefits
Program, the health plans were allowed
broad leeway in managing mental health
benefits.

With regard to the unified deduct-
ible, Barry suggested that the govern-
ment’s ruling was somewhat less surpris-
ing than the ruling on NQTLs. She noted
that since mental health comprises just 2
percent to 5 percent of total health plan
costs, establishing a separate deductible
could result in a disproportionately high
cost burden on individuals seeking care for
mental health conditions.

Are MBHOs overreacting or do the
new rules truly threaten their business?

“I don’t think the regulations threaten
the survival of the industry, but I do think
it will take some work for them to fig-
ure out how to comply,” Barry said. “The
industry hasn’t had to contend with this
type of regulation before, and so this is a
big change. It could also put some pressure
on employers to not carve out and to pro-
vide an integrated benefit.” W
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Oregon

continued from page 1

lar concern of the governor’s was the lack
of public hearings on legislation that had
been crafted during a short, special legis-
lative session in February.

“I'am concerned that SB 1046 as written
creates serious policy and regulatory con-
flicts,” Kulongoski wrote in a letter to Ore-
gon Secretary of State Kate Brown alerting
her to the veto. “Furthermore, I believe that
apolicy change of this significance requires
more safeguards, further study, and greater
public input than was provided during the
February special session. . .. Thave a serious
concern as to whether the Special Session in
February provided opportunity for citizens
and interested stakeholders to be adequately
involved in the development of these pro-
posed major policy changes.

“The public give-and-take is critical to
crafting and amending legislation by allow-
ing all interested parties to be involved in
the development of public policy.”

John McCulley, executive director
of the Oregon Psychiatric Association
(OPA), said the governor had acted with
courage in the face of enormous pressure
from advocates for the bill.

Those advocates had touted the bill as a
solution to problems with access to mental
health care in the state. “On average there
are less than four psychiatrists per 100,000
residents in rural parts of our country,” Ore-
gon Sen. Monnes Anderson commented in

remarks made on behalf of the bill in the leg-
islature. “That means the majority of men-
tal health patients are getting treated by
nonpsychiatric physicians. We do not have
enough psychiatrists, which has leftit to pri-
mary care providers to do diagnosis and pre-
scribing for mental health patients.”

In the letter announcing the veto,
Kulongoski urged legislators to initiate
in the next legislative session “a pilot pro-
gram that would generate data on which
to inform and guide solutions that give
greater access to broader mental and physi-
cal health care.”

McCulley told Psychiatric News that the
issue was very likely to surface again. He
noted, for instance, that should a special
legislative session be required this year to
address the state’s fiscal constraints, legisla-
tors could override the governor’s veto with
a two-thirds majority in both the House
and the Senate.

McCulley said that OPA was “reason-
ably confident” that the veto would not be
overriden in the event of a special legisla-
tive session—20 of the Oregon Senate’s 30
members would need to vote for an over-
ride, and 11 had voted against the bill orig-
inally. Forty of the State House of Repre-
sentative’s 60 members would also need to
approve an override.

If approved, Oregon SB 1046 would
have established within the Oregon Med-
ical Board the seven-member Committee
on Prescribing Psychologists charged with
making recommendations to the board on

Military

continued from page 10

don’t complete their mission. So if they say
they don’t want to go back, it’s a red flag.”

Mental health services in the field can
be provided at different levels by psychia-
trists, psychologists, social workers, chap-
lains, and trained enlisted personnel.

Sometimes “care” is much less formal,
said Yarvis. After-action debriefings by
unit leaders serve partly to gather infor-
mation and partly to vent the emotions
generated by a firefight or patrol. “That’s
when you bring in the social worker or the
chaplain, if needed,” he said.

In nonmilitary settings, practitioners
should establish if their patients have a
military connection, said Yarvis. Either
they or a member of their family may be
in the Armed Forces and may be facing the
stresses of military life or trying to cope
with its effects.

“Family members include parents,
spouses, siblings, grandparents,” he said.
“Any of them may be affected by the expe-
rience of their soldier.”

The more inclusive phrase “service
member” might even be a better choice
than soldier or even veteran, said another
speaker, Harold Kudler, M.D., mental
health coordinator for the Veterans Inte-
grated Service Network, Number 6, and
an associate clinical professor of psychi-
atry at Duke University. Also, therapists
should ask women patients about combat
duty, since many have experienced it in
Iraq or Afghanistan, he said.

U.S. Army veteran Lorie Morris, Psy.D.,
now a psychologist at the Baltimore VA,
added that therapists should ask patients
which military branch they served in, as
well as whether their unit had good leader-
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ship and support. “Start by asking, ‘What
was it like where you were stationed?’ ”

Yarvis has one advantage over civil-
ian and many military therapists: he is a
former Armored Corps officer who later
earned degrees in social work. In Iraq, he
was embedded and went out on patrol with
the soldiers.

“You have to be with them to build
trust,” he said. “I’m a soldier first, an offi-
cer second, and a social worker third.”

For civilian practitioners, trust build-
ing may have to come secondhand, but can
be learned just as with any other cultural
competency.

To be able to discuss and understand
patients’ military experiences, a clinician
with no military background must find a
way to bridge the cultural gap and make
patients feel safe to talk about whatare often
traumatic, even horrific, incidents, he said.

Asking if a soldier has killed someone
is probably the worst possible opening,
said Yarvis.

“Maybe the best way is to ask what your
expectations were before you went in,” he
said. “What was your job? Were you ade-
quately trained for what you found during
deployment?

“Get beyond the ‘what-if?” stuff sur-
rounding a specific incident,” he told lis-
teners. “And as with any case where you
need help, request supervision from peo-
ple who have more experience with this
population.”

The strains on troops and their families
of the last eight years of fighting have been
well documented. So has the need for men-
tal health services for many of those who
have returned from combat. That need
could be filled by civilian mental health
practitioners—provided they have a suffi-
cientunderstanding of military culture. W

“educational requirements, clinical train-
ing requirements, standards, examina-
tions, and continuing education for pre-
scribing psychologists.” The committee
would also have been charged with making
recommendations to the board regarding
the formulary for psychologist prescribing
and annual formulary revisions.

A number of organizations—APA, the
AMA, the Oregon Medical Association,
and the Oregon Council of Child and
Adolescent Psychiatry, among others—
had weighed in against the bill. APA Medi-
cal Director James H. Scully Jr., M.D., in
a letter to Kulongoski, said the bill “puts
patients’ lives at risk by creating a danger-
ous, substandard level of care.”

McCulley said a new version of psy-
chologist prescribing—possibly involving
a physician-assistant model in which phy-
sicians would have supervisory authority
over prescribing psychologists—is liable
to return in the next legislative session.

“Another possibility is to step back and
take an overall look at access-to-service
issuesin the state,” he told Psychiatric News.
“There is a need for more therapy ser-
vices throughout the state, so it’s an issue
that’s bigger than psychologist prescrib-
ing. So legislators may choose to look more
broadly at what we could do to improve
access to care.”

In the meantime, McCulley expressed
gratitude to APA and other district
branches for their support, as well as that
of the AMA and other organizations. He
also cited the support of individual phar-
macists, nurse practitioners, and psycholo-
gists who opposed the prescribing bill.

“There was strong support for a veto
from a broad spectrum of the health care
and consumer communities” McCulley
said. “From an organizational standpoint,
it was gratifying to see the number of dif-
ferent people and organizations that sup-
ported us.” W

IGVIR

Workforce

continued from page 4

would leave any needed spending reduc-
tions to come from payments to physicians
and other health professionals. This situ-
ation is expected to complicate the issue
of pending physician reimbursment cuts
under a Medicare payment structure that
was established long before the new law
and left unaddressed by health care reform.

Citing its excessive costs, Democratic
leaders in Congress dropped from the final
health care legislation a fix to the Medicare
physician payment system, which is slated
to steeply cut physician reimbursements.

However, APA President Alan Schatz-
berg, M.D., described the unaddressed
Medicare payment formula and the 21 per-
cent cut it is threatening to impose as one
of the major outstanding issues in federal
health policy for physicians.

(At press time, Congress voted to delay
the implementation of the cut until June 1,
and later that day President Obama signed
into law legislation that contained that
postponement.)

More information on the new law’s
impact on psychiatvists is posted at
<http://archive.constantcontact.com/
fs091/1101795608829/archive/
1103249925487.btml>. A

iical A s
BPD

continued from page 15

takes some enormous stressor to push
you back.”

Joel Paris, M.D., an expert in BPD,
reviewed the study for Psychiatric News.
He said that it confirms and extends find-
ings from the Collaborative Longitudi-
nal Personality Disorders Study and the
McLean Study of Adult Development.
This study found that while symptom-
atic improvement is sufficient for many
patients to stop meeting criteria for the
disorder—such as no longer cutting them-
selves or overdosing—functional improve-
ment is much slower.

“The study suggests that while BPD
is by no means incurable, many patients
continue to function at a low level for
years,” Paris said. “So what are the clini-
cal implications? On the one hand, when
we thought that BPD was a life sentence,
we avoided treating patients who can in
fact be helped. And some people do make
a full recovery, going on to live normal
lives. On the other hand, other cases are
more chronic. If we become too opti-
mistic, we may mislead our patients into
expecting the impossible and not provide
the supportive and rehabilitative services
they need.”

“Time to Attainment of Recovery
From Borderline Personality Disorder
and Stability of Recovery: A 10-Year
Prospective Follow-Up Study” is posted at
<bttp://ajp.psychiatryonline.org/pap.
del>. 1

Sleep

continued from page 18

and only three name OSA, according to
Allan Pack, M.B.Ch.B., Ph.D., a profes-
sor of medicine and chief of sleep med-
icine at the University of Pennsylvania
School of Medicine.

Most states call for physicians to volun-
tarily report patients with medical condi-
tions that may affect driving performance.
While it is difficult to define who actu-
ally is at risk, Pack said, physicians need
to warn patients who may be at risk and
tell those who have had fall-asleep crashes
to stop driving until assessed and effec-
tively treated. CPAP therapy reduces OSA
patients’ crash risk.

People with OSA for whom CPAP has
been prescribed need to use the device four
or more hours per night to gain significant
clinical benefits. Education, support, and
counseling improve CPAP adherence.

“People with OSA need follow-up.
This isn’t unique in OSA. It’s true of any
chronicillness,” Gregory Belenky, M.D., a
research professor of psychiatry and direc-
tor of sleep and performance research at
Washington State University, told Psychi-
atric News.

“Psychiatrists are attuned to encour-
aging patients to stick with treatment,”
he noted. “They are used to working
with patients’ families, using behavioral
interventions as well as medications, and
adjusting therapy as necessary to improve
outcomes,” all essential in treating peo-
ple with OSA, Belenky said. Consulta-
tion-liaison psychiatry, he predicted, will
expand its role in sleep medicine. W



s {0 the editor

=
ECT Devices

realize that the article “ECT Device

Reclassification Raises Access Con-
cerns” in the January 1 issue relates to the
device rather than to ECT itself. How-
ever, itis interesting to note that after pay-
ing a premium of twice my base malprac-
tice insurance coverage for many years
because I administer ECT, my malprac-
tice insurance company abolished this
extra premium entirely here in Massachu-
setts. Its actuaries apparently determined
that ECT is no more dangerous than psy-
chotherapy. I see this as stronger evidence
for ECT as a treatment option than any
clinical trial could provide, in light of
the well-known suspicious attitude of all
insurance companies.

CLIVE DALBY, M.D.
Methuen, Mass.

Suicide Rates in Military

n his letter in the February 5 issue, Dr.
Wayne Weisner gave invaluable com-
ments on military psychiatry from the time
of the Korean War. But the issue, I fear, is
not thatsimple. Suicide rates in the military
began to rise well before the commence-
ment of the wars in Afghanistan and Iraq.
I was chief of psychiatry at the hospital
at Fort Benning, Ga., from 1995 to 1998.
During the first year, there were seven sui-
cides among active-duty personnel. With
strong command interest and intense sui-
cide-awareness training, that number was

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

are not peer reviewed and thus should be
independently verified.

reduced in the following two years. Nev-
ertheless, the consensus among command-
ers and medical staff throughout the Army
was that if such training slacked off, the
suicide rate would rise again. Our assess-
ment then was that most of the suicides
were, sadly, more closely associated with
cluster B character traits than with any-
thing else. A few were murder-suicides.
The increasing trend was, in turn, felt to
be a reflection of evolving character traits
in the general population.

In any event, a military draft is not
likely to resolve the issue of repeated
deployments. True, draftees might be
serving only for a single combat tour. Yet
the backbone of the Army consists of pro-
fessional officers and noncommissioned
officers, who would still be required, dur-
ing protracted wars, to return again and
again to the combat zones.

JAMES SPINELLI, M.D.
Columbia, S.C.

PTSD

continued from page 6

Goenjian. “The connection of the loss of
churches to PTSD is an important finding
and needs to be included in future studies.”

Finally, people with better family and
social supports were less likely to have
PTSD, as expected. Other research sug-
gests that levels of perceived social support
predict the presence of PTSD between 6
and 12 months after a disaster, but the
reverse occurs 18 to 24 months later:
PTSD symptoms predict social support,
wrote the authors.

They concluded that further research
into the effects of the loss of social net-
works, including those centered on

churches, on the psychiatric outcomes of
disasters would be useful.

“The authors’ findings highlight the
need to better understand the range of
behavioral health challenges occurring
in the aftermath of unanticipated, cata-
strophic natural disasters,” said an accom-
panying editorial in Disaster Medicine and
Public Health Preparedness by Carol Ful-
lerton, Ph.D., a research professor in the
Department of Psychiatry at the Uni-
formed Services University of the Health
Sciences in Bethesda, Md., and colleagues.

An abstract of “The Prevalence of
Posttraumatic Stress Disorder Among
Adult Earthquake Survivors in Peru” is
posted at <www.dmphp.org/cgi/content/

Weight Loss

continued from page 14

one commits about an hour a day to health
and well-being,” Holland said.

“Because program participants were
literally in the trenches working out
together, and some of this was really dif-
ficult stuff, a sense of camaraderie devel-
oped among them,” Ladner reported. “It
crossed party lines, it crossed male and
female boundaries, it crossed black and
white boundaries. People who would
never have had a conversation in the cap-
itol were now walking down the hallways
high-fiving each other.”

“And the other thing thatis amazing is
that once the program started, the number

short/4/1/39>. B

of bills that were introduced into the legis-
lature concerning mental health tripled,”
she noted. “Also, every piece of legislation
that other mental health advocates and 1
have worked on is alive and well and has
not been modified at all. These develop-
ments are due at least in part, I think, to
the relationships that I built with legisla-
tors during the Fit 4 Change program.”

Ladner’s husband, Mark Ladner, M.D.,
concurred: “The Fit 4 Change program
has given Angela the ability to form new
legislative contacts and enhance existing
relationships which have helped promote
mental health legislation. Angela, in brief,
is one of those people who can make things
happen, and the Fit4 Change program is a
great example.” H

Candidates and Employers
Connect through the
APA Job Bank

at the APA Annual Meeting in
New Orleans, May 22-26

psych.org/jobbank

Visit APA Job Bank booth during the APA Annual Meeting
to search the most comprehensive online listing of psychiatric

positions.

Use APA Job Bank Conference Connection Tool to connect

with prospective employers at the APA Annual Meeting.

Sign up for the Conference Connection and get a chance to

win $100 gift card.

Ask Job Bank representatives for a demonstration of the
redesigned and enhanced web site features.

Visit APA Job Bank today to find the ideal position!

Located in the APA Member Center, next to

Convention Center.

Saturday, May 22
Sunday, May 23

Monday, May 24
Tuesday, May 25

JeB

the APPI Bookstore in the Exhibit Hall, Morial

10:00 am - 4:00 pm
10:00 am - 4:00 pm
10:00 am - 4:00 pm
10:00 am - 4:00 pm

For more information, contact

Lindsey Fox at 703-907-7331

B or classads@psych.org
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- HEALTH SYSTEM

WE ARE LEADING TECHNOLOGY.
WE ARE COMPASSIONATE CARE.

% —=e CAROLINAEAST HEALTH SYSTEM

Our flagship hospital, Carolinakast Medical Center, formerly Craven Regional
Medical Center, is a 350-bed acute care facility located in beautiful New Bern, NC.
Our progressive attitude towards technology, partnered with the skill of our
professional staff, provides eastern North Carolina communities with leading edge
medical services. We remain committed to offering a healthy work/life balance and

we are a great place to build a career. After all, we are CarolinaEast.

Clinical Psychologist - Rehabilitation Hospital

Uses psychologist diagnostic and treatment skills, commensurate with training,

to enhance the physical, mental and emotional well being of patients and

special populations served.

PhD or PsyD degree in psychology from a regionally accepted university is required.
Must possess a current valid license or be license eligible to practice Psychology
in North Carolina. The ability to demonstrate the knowledge and skills necessary

to provide services appropriate to the age of the patient served as evidenced
by the age-specific competency statement is a must.

This is a full-time, Monday — Friday position working 8:30 am — 5:00 pm.

Please visit www.carolinaeasthealth.com to apply.

www.carolinaeasthealth.com

Staff Psychiatrist
Tuttleman Counseling Service

J

In this role, you will provide
psychiatric services to students
and provide psychiatric consul-
tation and support to the
Tuttleman Counseling Service
(TCS) staff and the university.
Duties include psychiatric evalu-
ations; medication manage-
ment; some individual, group,
and family therapy; crisis inter-
vention; and consultation to
TCS staff and outside parties.
You will also serve as a liaison
with crisis response centers,
behavioral healthcare facilities,
and other providers; explore
service utilization; and make
suggestions for changes in care
delivery as needed. With other
senior staff, the psychiatrist will
share on-call responsibilities.

Ability to work light on-call
schedule on a rotating basis and
to work evening and weekend
hours, as required.

@ TEMPLE

8 UNIVERSITY"

Temple University is an Affirmative
Action/Equal Opportunity Employer with

a strong commitment to cultural diversity.
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This position requires M.D./D.O.
degree, completion of accredited
residency in psychiatry, and
Pennsylvania medical license. Must
also possess Unrestricted DEA
license, DEA waiver to prescribe
Suboxone, or willingness to complete
training and obtain a waiver within 6
months of hire, depending on
availability of training. Minimum 3
years psychiatry experience; experience
with providing crisis intervention,
short-term counseling and referral
services, as well as psychiatric
evaluations and medication
management; and experience with
program development and
implementation are musts.

Sensitivity to cross-cultural issues and
good documentation skills, including
the use of an electronic health record,
are essential. Board certification and
experience in adolescent psychiatry
and psychiatry of young adults, as well
as experience in college mental health,
preferred.

To apply for this position and view
other Temple opportunities, please
visit our Web site at www.temple.edu
and click on Jobs@temple. Please
reference TU-13116.

New York State Office
of Children and Family Services

The Office of Children and Family Services (OCFS), 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.

Qualifications
License to practice medicine in New York State, Board certification
in Psychiatry or Child and Adolescent Psychiatry; eligible for full and
unconditional participation in Medicaid and Medicare programs.

Location
Vacancies exist in various locations throughout New York State.

Benefits
Membership in the New York State Retirement System; comprehensive
health insurance coverage including dental and vision; disability
insurance coverage; eligibility for New York State Deferred
Compensation program; paid leave.

Application Procedure:
To apply, please mail your curriculum vitae to the Office of Children
and Family Services, Search Committee, Room 231N, 52 Washington
Street, Rensselaer, NY, ATTN: BOC; or fax to (518) 486-7146; or email
to eoajobpostings@ocfs.state.ny.us. For more information about OCFS,
please visit our website at http://www.ocfs.state.ny.us.
EOE/AA

sychiatrists

Psychiatry positions benefit eligible, available immediately. Jobs entail
performance of Psychopharmacologic Evaluations and ongoing medi-
cation management. Psychiatrist will participate in multi-disciplinary
treatment teams at full-service, public sector Outpatient clinics
located throughout the Greater Boston, MA area. Additional duties
include leadership role at multidisciplinary staff meetings, consulta-
tion to the Substance Abuse Team and/or other Agency Teams, may
include supervision of a prescribing Clinical Nurse Specialist, and
supervision of a PGYIIl Resident on Community Rotation possible,
which would provide eligibility for an MGH/Harvard appointment.

Full or part time Adult positions

Full or part time Child position

20 hour position as Consultant to Outreach teams
12% pay increase for bilingual capacity in Spanish

Pay commensurate with credentials and experience and
includes sign on bonus. NSMHA offers a comprehensive
benefits package including competitive salaries, medical/
dental insurance and generous paid time off. Benefits
available at 20 hours.

Interested candidates should send cover letter and CV to:

North Suffolk Mental Health Association
Attn: Recruiter

301 Broadway

Chelsea, MA 02150

F: 617.889.4635

E: gethired@northsuffolk.org

We are an equal opportunity employer.
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Join Pine Rest

A Leader in Behavioral
Health for 100 Years
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Remember to visit us at the APA Annual Meeting!
(Booth 2013)

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

Clinician-Educator Positions Available
for Summer 2010

General Psychiatry
Child and Adolescent Psychiatry Women’s Mental Health
Depression Center Geriatric Psychiatry

The Department of Psychiatry and Behavioral Sciences is seeking dynamic,
academically-oriented psychiatrists to join our expanding faculty in a rapidly
growing medical center complex with five hospitals. There are 160 medical
students per year and a total of 40 general and sub-specialty psychiatry
residency positions. 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.

Clinical duties for these faculty positions include assignments in inpatient,
outpatient, psychiatric emergency, or consult/liaison services. The successful
candidate will have a demonstrated interest in teaching residents and medical
students. 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 in the University of Louisville
School of Medicine. Academic rank and salary are commensurate with qualifi-
cations and experience, and a comprehensive benefits package is included.

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@|ouisville.edu

The University of Louisville is an Affirmative Action, Equal Opportunity, Americans

with Disabilities Employer, committed to diversity and in that spirit, seeks applications
from a broad variety of candidates.

@ LOUISVILLE

Psychiatry Opening in Pennsylvania

The Reading Hospital and Medical
Center in West Reading, PA, is seeking
a BC/BE Psychiatrist for a full-time
outpatient position. Responsibilities
include:

¢ Providing psychiatric

evaluations to our adult and
geriatric patient population

¢ Providing follow-up medication

management for patients

¢ Working with a treatment team

to develop patient care plans

¢ Providing psychiatric care to
adolescent, adult and geriatric
patients in our ACT program

About Our Psychiatry Department
e 35+ year history

e 2 partial-hospitalization programs

and rehabilitation center
¢ Intensive outpatient dual disorder

¢ 40-bed, state-of-the-art inpatient pavilion

¢ Residential non-medical detoxification

Excellent schools and colleges and
a multitude of cultural, recreational,
shopping and sporting attractions
are in the vicinity. You will enjoy
country living with easy access to
shore points, two airports and major
metro areas, such as Philadelphia,

¢ Retirement plans I!
e Student loan forgiveness programs A=
Visit us at Booth Number 2309 o The Reading Hospital
at the American Psychiatric Association - and Medical Center
Annual Meeting in New Orleans EOE

program Washington, DC and New York City.
e Multiple outpatient centers located T I d CV to:
throughout Berks County © aﬁg(}i’dsiznw};gzr’ o
Physician Recruiter,
What We Offer madeline.wagner@trhmg.org.

e Competitive salary

e Medical/dental/life insurance

e Occurrence-based malpractice insurance
e Generous paid time off

e CME allowance

To learn more, visit our website:
www.readingdocs.org

NOW IS THE TIME

Chief of Consultative
Psychiatry

Seattle, Washington

Group Health Permanente, the Northwest’s premier
multi-specialty group, is currently seeking a BC
Psychiatrist with leadership experience to join our
Behavioral Health Department.

» The ideal candidate will provide clinical and
consultation leadership to the Behavioral Health Dept

« Chief will provide medical consultation & leadership in
adhering to quality & compliance measures

» We offer generous benefits, competitive salaries and a
commitment to quality unparalleled in the community

PROFESSIONAL OPPORTUNITIES / pn.pSychiatryonline.org

For additional information or to
submit your CV, please contact:

@ GroupHealth

Well beyond medicine™

Cayley Crotty

crotty.c@ghc.org
GHP Recruiting Dept

1-800-543-9323 www.ghpmd.org
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Psychiatrist

Amery, Wisconsin

HealthPartners has an exciting opportunity for a practicing psychiatrist
to join our group at the Amery Regional Medical Center (ARMC) in
Amery, WL

This key position will provide direct patient care as chief physician for
our psychiatric treatment program, coordinate ARMC’s psychiatric
medical policies and procedures, and implement appropriate
integration of clinical and medical services.

Top candidates will be board certified by the American Board of
Psychiatry and Neurology or the Osteopathic Board of Neurology and
Psychiatry. Geriatrics experience or board eligibility in geropsychiatry
is preferred.

Forward CV and cover letter to lori.m.fake@healthpartners.com or
apply online at www.healthpartners.jobs. For more details, call
(800) 472-4695 x1. EOE

sz
== HealthPartners-
Medical Group

www.healthpartners.com

San
Francisco
Bay Area

The Santa Clara Valley Health and Hospital Systems

is looking for salaried BC/BE general psychiatrists
to staff custody psychiatric services and ambulatory
mental health clinics. Contract psychiatrist positions
also available in hospital, psychiatric emergency

room and urgent care settings. All positions available
immediately. Very competitive compensation package.
Current California licensure is mandatory.

Letter of interest and C.V. to:

Michael Meade, MD, Medical Director

Santa Clara County Department of Mental Health
2221 Enborg Lane, Suite 1JO60

San Jose, California 95128-2608

Phone: 408.885.6122

FAX: 408.885.6126

We are a full service training campus,
affiliated with Stanford University.
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When you join Northwest Permanente, P.C., a physician-managed, multi-specialty group
of approximately 900 physicians providing care to 475,000 members in Oregon and
Southwest Washington, you'll have the chance to practice in an environment that offers
ample opportunity to pursue — and achieve — your personal and professional dreams.
You'll also benefit from a comprehensive network of support services, a schedule that's
designed to ensure a healthy work/life balance and a talented team of colleagues who
share your passion for medicine and patient care.

CHILD, ADOLESCENT & ADULT PSYCHIATRISTS
Oregon and Washington

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.

&% KAISER PERMANENTE.

Northwest Permanente, PC.
Physicians and Surgeons

%*.C*“"éT‘R{C
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It only takes a moment...
Update your APA member profile on-line today.

Go to www.psych.org and select “Members Corner”

Update your contact, biographical and practice information any time by accessing your
member profile record in the APA Member’s Corner at www.psych.org. Periodically checking
and updating your membership record will make it easier for other members to get in touch
with you (and you with them) — now patient referrals can be dependably made using the most

current and up-to-date information possible!

www.psych.org

PROFESSIONAL OPPORTUNITIES / pn.psychiatryonline.org
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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

e $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.

Nationwi
77N\

MedOptions™
) g

Psychiatrists
Flexible Weekday Schedule-
Work Close to Home!

MedOptions has immediate full and part-time
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 weekday schedule
at locations close to where you live or work. Our
psychiatrists 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.

HFCS

THE 1ST CHOICE IN
PSYCHIATRIC RECRUITMENT

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

»
™
U
X LocumTenens.com

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

Grow your practice through Telehealth
NO EXPENSIVE SYSTEMS TO BUY.

Forefront Behavioral TeleCare is secking adult,
child and geriatric psychiatrists to provide
services to underserved patients in RHCs, SNFs,
and CAHs through our unique Telehealth net-
work. Our network makes behavioral Telehealth
feasible and affordable for both small healthcare
facilities and solo or small group practices for
the first ime. We provide you introductions to
network facilities, access to their patients, plus
training, web scheduling and ongoing technical
support. Build or augment your practice today.
You set your hours. Reimbursement is through
Medicare and private insurance or by contract

with each facility.

See us at APA booth 2103. Send CV to
practice@forefrontbt.com.

ARIZONA

Unit Director

Aurora Behavioral Health System, a 90 bed JC
Accredited, Psychiatric Hospital located in
Glendale, Arizona is seeking a BE/BC Psychia-
trist to join our team. This position offers
clinical opportunities to join our medical staff
comprised of private physicians. Our facility
offers high quality mental health and chemical
dependency programs for adults and adoles-
cents. We are located in the Phoenix area and
are only minutes away from professional sports
venues, winter snow skiing, and renowned din-
ing and shopping opportunities. Clinical hospi-
tal experience in Psychiatry is preferred.

For consideration, please send your C.V. and
letter of interest to Sally Fangman at: Aurora
Behavioral Health Systems, 6015 W. Peoria
Avenue, Glendale, AZ 85302, or call 623-
344-4403.

UNIVERSITY OF ARIZONA

The University of Arizona Department of Psy-
chiatry is recruiting adult psychiatrists to join a
progressive and growing academic department
located in the beautiful Southwest. These two
new positions, in addition to recent hires, will
support residency expansion and major new fa-
cilities opening in early 2011. Both positions
below are located at the University Physicians
Healthcare Hospital, which is a federally recog-
nized underserved area. Candidates must have
current credentials to practice medicine in the
United States and be Board-certified or -eligible
in Psychiatry.

Assistant/Associate Professor, Clinical Psy-
chiatry (NTE) - Emergency Room/Consul-
tation Liaison Psychiatrist

The successful candidate will assist in caring for
patients that present at the University Physicians
Healthcare Hospital Emergency Room needing
psychiatric care. The position involves working
Saturday and Sunday in the Emergency Room
and three other days of their choosing during
the week. The candidate will also manage crisis
evaluations and work with behavioral health
workers, residents, and emergency room staff.
There are opportunities to perform consultation
liaison work, as well as outpatient psychiatry.
Other duties may include participation in com-

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.

mittees and department services as directed by
the Department Head and other clinical duties
as assigned.

Assistant/Associate Professor, Clinical Psy-
chiatry (NTE) - Inpatient & Outpatient Psy-
chiatrist

The successful candidate will provide inpatient
and outpatient psychiatric services at the Uni-
versity Physicians Healthcare Hospital. The
inpatient unit currently has 72 beds, and outpa-
tient work will be performed in the new resi-
dency outpatient clinic. Incumbent will also be
responsible for direct supervision of psychiatry
residents, interns and other trainees. Other du-
ties may include participation in committees and
department services as directed by the Depart-
ment Head and other clinical duties as assigned.

For additional information and/or to apply visit
www.uacareertrack.com and reference specific
title from above. If you have questions, please
contact:

Ashley Lott, Human Resources

Department of Psychiatry

1501 N. Campbell Avenue, P.O. Box 245002
Tucson, AZ 85724-5002

(520) 626-3819 or aelott@email.arizona.edu.

Review of applications is ongoing until positions
are filled. The University of Arizona is an EEO/
AA Employer M/W/D/V

ARKANSAS

FAYETTEVILLE- General or Child Psy-
chiatrists. Staff position. Inpatient & partial
programs. Fulltime or part-time with highly
competitive salary, benefits & bonus. Student
loan assistance. Contact Joy Lankswert, In-
house recruiter @ 866-227-5415 or email joy.
lankswert@uhsinc.com.

CALIFORNIA

Psychiatrist

Butte County Behavioral Health Department
invites applications for the position of Psychia-
trist. This position, under general direction,
provides clinical assessments and treatment ser-
vices to alleviate suffering in clients with behav-
ioral health disorders. The 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.

Please submit a Butte County regular help
application to: Butte County Human Re-
sources, 3-A County Center Drive, Oroville, CA
95965, Recruitment# 104125045.

The application can be obtained 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 filing
period is 04/20-05/21/2010. Applications
must be received by 11:59 p.m. on the clos-
ing date. Butte County is an Equal Oppor-
tunity 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.)
June 4 May 21
June 18 June 4

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.

= Adventist
Health

Central Valley Network

PRIVATE PRACTICE OPPORTUNITY-
CENTRAL CALIFORNIA

Adventist Health Hospitals seek full time gen-
eral psychiatrist for private practice. Offer in-
cludes practice establishment assistance, two
year income guarantee, sign on bonus, five
weeks paid time off, stipend for CME, and re-
location reimbursement. Only California li-
censed BC/BE need apply.

* Email CV to Physician Services: larkinme@

ah.org or Tel: (559) 585-5275.

Immediate need for BE/BC Psychiatrists for
multiple CA locations. $160-$185 an hour.
$320k-$370k yr for 40 hr week. Wknds avail-
able. 8-12 hr days. On call $42 an hr.

Bay Area Doctors, Inc.
Tel:(707)694-6890/(707)226-2426/
(707)694-3805.
Fax:(415)814-5764/email CV to
bayareadoctors@gmail.com.

Full Time contract psychiatrists needed at
Napa & Coalinga State Hospitals, CA. No
weekends or calls. Pays $180/hr+ malpractice.
Call 661-274-9674. Fax CV to 800-758-7013.
E-mail hahacorp@gmail.com. Work with re-
cruiters.

%= Mental Health

CALIFORNIA
BC/BE STAFF PSYCGHIATRIST

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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San Diego County needs Psychiatrists. Sal-
ary extremely competitive for San Diego - up to
170K plus 10% Boards and extra 5% second
Boards. CV to Marshall Lewis, MD, Clinical
Dir, County Behavioral Health Div, Marshall.
Lewis@sdcounty.ca.gov. Must apply at www.
sdcounty.ca.gov/hr.

FACULTY POSITIONS - UCSD

The Department of Psychiatry at the University
of California, San Diego is currently recruiting
for contracted positions at the Assistant or As-
sociate Clinical Professor level. We are seeking
board certified or board eligible psychiatrists
with a California medical license to practice in
our community outpatient clinics. Preference
will be given to candidates with a strong track
record in clinical care, teaching experience and
an interest or experience in clinical research.
The positions offer flexible scheduling, along
with potential teaching and research opportuni-
tes. Contract positions may become permanent
faculty appointments. The appointment level
will be determined by the candidate’s qualifica-
tions and the salary is based on University of
California staff psychiatrist pay scales.

Applicants should send their curriculum
vitae and other supporting documents to:
Attn: Dr. Lohr and Dr. Soliman, Search Com-
mittee K, UCSD Department of Psychiatry,
9500 Gilman Drive, La Jolla, CA 92093-0603.
The University of California, San Diego, is an
equal opportunity employer.

Psychiatrist

Butte County Behavioral Health Department
invites applications for the position of Con-
tracted Psychiatrist. This position, under gen-
eral direction, provides clinical assessments and
treatment services to promote recovery in clients
with behavioral health disorders. Compensation
is $125.00 an hour.

Please submit a curriculum vitae or resume
to: Butte County Behavioral Health Depart-
ment, attn: Scott Kennelly, LCSW, 109 Parmac
Rd,, Ste. 2, Chico, CA 95926. Resumes may also
be faxed to 530/895-6549 or e-mailed to sken-
nelly@buttecounty.net For additional informa-
tion, please feel free to call Scott Kennelly at

(530) 879-3839 or (530) 891-2859 .

Contracts are on an annual basis, and positions
are to be filled immediately.

Medical Director

Butte County Behavioral Health Department
invites applications for the position of Medical
Director. This position, under administrative
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 comprehensive benefits
package featuring retirement, health insurance,
leave time, life insurance, and more.

Please submit a Butte County regular help
application to: Butte County Human Re-
sources, 3-A County Center Drive, Oroville, CA
95965, Recruitment# 104116044.

The application can be obtained 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 filing
date for this position is April 20, 2010
through May 21, 2010. All applications must
be received by 11:59 pm on the closing date,
May 21, 2010. Butte County is an Equal
Opportunity Employer.

COLORADO

BOULDER: General or Child Psychiatrist.
Fulltime position for inpatient and partial pro-
grams. Salary, benefits & incentive plan. Con-
tact: Joy Lankswert, In-house recruiter @ 866-
227-5415 or email joylankswert@uhsinc.com.

Horizon Health, the nation’s leader in psychi-
atric contract management seeks an Attending
Psychiatrist for a 10-bed Gero-psych unit ap-
proximately one hour from the Denver airport.
The opportunity includes the development of a
community based outpatient practice. The hos-
pital is fully accredited by JCAHO, and has a
Level Il Trauma Center, a 24-hour Emergency
Room and many other services.Contact: Mark
Blakeney, Horizon Health, 972-420-7473, fax
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CV: 972-420-8233, or email mark.blakeney@
horizonhealth.com. EOE.

Experienced Psychiatrist Wanted
To Care for Our Nation’s Finest at Evans Army
Community Hospital - Fort Carson

Humana Military is seeking a Psychiatrist to
provide part-time services to military personnel
and their dependents in the Adult Behavioral
Health Department of Evans Army Community
Hospital in Colorado Springs. Provider will
work approximately 20 hours per week. Re-
quirements include board certification by the
American Board of Psychiatry and Neurology,
current, unrestricted licensure to practice as a
Psychiatristin any U.S. State, current DEA reg-
istration and a minimum of 6 months practice
experience within the pastyear. U.S. citizenship
and current BCLS certification are also required
prior to start. Competitive remuneration pack-
age available including paid time off and sign-on
bonus.

For confidential consideration please send
your CV to: cfitzpatrick@humana.com
or fax to (954)785-6508, or you may call Mrs.
Fitzpatrick toll-free at 1-888-241-1475.

CONNECTICUT

Psychiatrist/Child Psychiatrist to work in
Stamford, CT in a private practice, part time,
seeing quality patients of all age groups and bet-
ter than average rate of pay ($120+). Fax resume
to 203-930-3655 or email at childpsychny@aol.
com.

INPATIENT ADULT PSYCHIATRIST-CENTRAL CT

FT/PT opportunity for BC/BE adult psychia-
trist in 16-bed inpatient service with a commu-
nity hospital offering a comprehensive mental
health continuum. Enjoy working with an es-
tablished team bringing a multidisciplinary ap-
proach to patient care. Crisis Center located in
emergency department. This position offers a
competitive salary and benefits and adaptable
hours for the right individual. Call 1:5.

The practice is located in a family-oriented city
located approximately two hours from NYC and
Boston and 20 minutes to the capitol city of
Hartford. Enjoy the charm of four seasons with
a choice of attractive communities with Con-
necticut’s best rated schools, shopping, award-
winning restaurants, and regional theatre and
easy access to skiing and the coast.

For more information about this opportunity,
please contact Carolyn Doughtie of Physician
Recruitment at 800.892.3846 or fax/email your
CV t0 860.585.3133. EOE

Email address: cdoughti@bristolbospital.org.

DELAWARE

DOVER: General or Child Psychiatrist. In-
patient/partial programs for adolescents &
adults. Highly competitive salary, benefits &
incentive plans. Contact Joy Lankswert In-house
recruiter @ 866-227-5415; OR email joy.lank-
swert@uhsinc.com.

FLORIDA

Located along South Florida’s beautiful east
coast just minutes from the Atlantic Ocean, a
CAREF accredited community mental health cen-
ter is seeking Full-Time Psychiatrists to provide
comprehensive psychiatric care to children and
adults. Children’s inpatient crisis and addictions
facility and adult inpatient and outpatient op-
portunities are available. A competitive salary
with a signing bonus and benefits, comple-
mented by very attractive housing opportunities
are just a few of the advantages of working and
living on the Treasure Coast. Seeking applica-
tions directly from candidates. Apply online at
www.nbtcinc.org (No recruitment firms please!)
EOE/ADA/DFWP

FAMILY PRESERVATION SERVICES OF
FLORIDA, INC. -FORT MYERS

CHILD/ADOLESCENT AND ADULT
PSYCHIATRIST-PART TIME
CHILD/ADOLESCENT AND ADULT PSY-
CHIATRIC NURSE PRACTITIONER-PART
TIME

FPSFL is seeking candidate to become part of
highly professional, creative and energetic team
focused on community based behavioral health-
care to children and adults.

Provide pediatric and adult psychiatric evalua-
tions, medication management and treatment
planning consultation with treatment team
members.

Psychiatric candidate must be board certified or
board eligible in child and adolescent psychiatry.
Psychiatric ARNP must have board certified
psychiatric ARNP in the state of Florida.

Please email resume to: jprado@fpscorp.com or
fax resume to 772-464-0087.

DAYTONA - MELBOURNE - ORLANDO
- MIAMI - FORT LAUDERDALE - PALM
BEACH - OCALA - GAINESVILLE -
FORT MYERS - SARASOTA - PENSEC-
OLA - JACKSONVILLE - Psychiatrists
needed for rapidly expanding Nursing Home
Service. Great support. No call. Average Salary
210K + benefits. Part-time available. Some
travel required. Must have FL. Medicare & FL
Medicaid individual provider #s. No Restric-
tions (H1B Candidates Considered). Call our
administrator, Christy, at 866-936-5250.

ATLANTA: Medical Director & Staff Posi-
tions - Inpatient & partial programs.Staff Posi-
tion - at premier Addiction Treatment Program
(Talbott Recovery Campus) - prefer addiction
interest/experience. Contact Joy Lankswert, In-
house recruiter @ 866-227-5415 or email joy.
lankswert@uhsinc.com.

PSYCHIATRISTS NEEDED

Psychiatrist positions available for Adult Outpa-
tient Clinic located in Dalton, GA. Seeking
Board Certified/Eligible candidates with
telemed experience. Full-time Position offers
state employment benefits, competitive salary,
and generous leave time.

Please submit cover letter with CV to Highland
Rivers CSB, Attn: Human Resources, 1401
Applewood Street, Suite 4, Dalton, GA 30720
or Fax to 706-270-5129. EOE

THOMASVILLE: JC accredited state hospital
with modern facilities, congenial staff, and up-
to-date programs desires BE/BC PSYCHIA-
TRIST to join medical staff of board-certified
psychiatrists and generalists. No primary care
duties; back-up call by phone. Adultand foren-
sic programs. Excellent salary and benefits.
Send CV or contact Joseph B. LeRoy, M.D.,
Clinical Director, Southwestern State Hospital,
POB 1378, Thomasville, GA 31799.
229.227.2990; Fax 229.225.4052; email jbleroy@
dhr.state.ga.us.

FLOYD

Behavioral Health Center

Floyd Behavioral Health is searching for a
hospital-based psychiatrist and an office-
based psychiatrist to join our team! Floyd
Behavioral Health is a 53-bed adult behavioral
health center with psychiatry, chemical depen-
dency and geriatric programs, and all patients
are admitted on a voluntary basis. The hospital-
based psychiatrist will be joining a successful,
experienced psychiatrist already practicing at the
facility. The office-based psychiatrist will be es-
tablishing an outpatient practice in an adjacent
building with another experienced psychiatrist
and have privileges at Floyd Behavioral Health
Center. Floyd Behavioral Health is a part of the
Floyd health care system that has won numerous
national and regional awards and employs more
than 2,300 individuals.

Nestled in the foothills of northwest Georgia,
Rome is a unique small city that has been rec-
ognized as the “Number One Small City in the
Southeast.” An hour from Atlanta and Chatta-
nooga, Tenn., Rome boasts a flourishing health
care community with more than 250 practicing
physicians. The area enjoys a mild climate and
offers quality educational and cultural opportu-
nities. Floyd offers a competitive salary with
great benefits, bonus opportunities and reloca-
tion assistance.

To learn more about Floyd, visit www.floyd.org.
For confidential consideration, please e-mail
Brandi Littlejohn (blittlejohn@floyd.org) or call
706.509.3963.

Division of Mental Health
lllinois Department of Human Services.

We are currently interested in the recruitment
of a medical director for a Division of Mental
Health Hospital in the Chicago area. The ideal
candidate will have a strong clinical background
in hospital psychiatry and a proven track record
in psychiatric education. The medical director
provides clinical supervision for the clinical dis-
ciplines and works as part of the hospital man-
agement team to maintain quality, safety and
accreditation. This administrative position is full
time and requires board certification.

Contact Dennis Beedle, MD Deputy Clinical
Director for Clinical Inpatient Services at 312-
814-8762 or email: dennis.beedle@illinois.gov
for further details.

The Illinois Division of Mental Health is an
equal opportunity employer.

Inpatient Psychiatry Medical Director

The Department of Psychiatry and Behav-
ioral Sciences at Northwestern University,
Feinberg School of Medicine is recruiting a
Psychiatrist for a full-time position as an Assis-
tant or Associate Professor on the clinician track
who will serve as lead Medical Director for the
Inpatient unit of the Stone Institute of Psychia-
try at Northwestern Memorial Hospital. We are
in the process of constructing a new unit, which
will be in operational in 2011, and the candidate
will have the opportunity to help shape the state-
of-art treatment program in this exceptional new
facility. Additional responsibilities include in-
patient clinical care, leadership of a 36 bed in-
patient unit, and psychiatry resident and medical
student teaching. Experience with, and enthu-
siasm for, leadership of a multdisciplinary team
is required. Must be ABPN board-eligible or
certified and Illinois licensure preferred or eli-
gible. Salary and start date are negotiable. Po-
sition open until filled. Applicants should
respond by mailing or emailing a CV and
letter of interest by June 1, 2010 to Cathy
Frank, MD, Vice-Chair, Department of Psy-
chiatry and Behavioral Sciences, 446 E. Ontario,
Suite 7-203, Chicago, IL. 60611, or by email to
Paulette Zolicoffer, p-zolicoffer@northwestern.
edu. Northwestern University is an affirmative
action/equal opportunity employer. Women
and minorities are encouraged to apply. Hiring
is contingent upon eligibility to work in the
United States.

The University of Iowa Roy J. and Lucille A.
Carver College of Medicine, Department of
Psychiatry is currently recruiting Associate(s),
Assistant Professor(s), Associate Professor(s),
or Professor(s) for Clinical (Non-Tenure) and
Tenure Track positions in Adult and Child Psy-
chiatry. These positions may also have a joint
appointment with the Iowa City Veterans Affairs
(VA) Medical Center within the Mental Health
Service Line. Opportunities exist in general
outpatient and inpatient settings in both Child
and Adult.

Requirements: Physicians who hold MD or
DO degrees and have completed a psychiatry
residency. Applicants must be board eligible or
board certified and have a commitment to pa-
tient care, teaching, and research. Tenure track
positions require post-residency fellowship or
comparable experience in research.

The Department of Psychiatry at the University
of Towa Hospitals and Clinics has a wide range
of clinical programs as well as residency and re-
search programs. Iowa City provides the unique
combination of a safe, small, and attractive col-
lege town with the opportunity to take advan-
tage of abundant local and world-class cultural
events. The school system is ranked among the
best in the nation.

To apply for the positions, visit our website
at http://jobs.uiowa.edu, requisition #57641.
The University of lowa is an Affirmative Action/
Equal Opportunity Employer. Women and mi-
norities are strongly encouraged to apply.

KENTUCKY

Retiring child psychiatrist seeks replacement
starting in August 2010 or before in Danville,
KY. Large community mental health center,
excellent day hours, voluntary on-call, good
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array or child mental health services and an ex-
pert collegial team. Danville, Kentucky is a
wonderful community and is a top rated small
college town in the Bluegrass. Christine Cunha,
M.D. 859-239-9232 or e-mail cdcunha@
bluegrass.org.

We are currently recruiting for outpatient
psychiatrists to work with children and/or
adults. BC/BE preferred. We have full-time and
part-time opportunities. Positions involve direct
patient care at one or more of our community
mental health centers located in Kittery, Spring-
vale, Biddeford, and Westbrook. Our physicians
work with a multi-disciplinary team providing
outpatient services to a variety of programs.

Counseling Services, Inc. is a comprehensive
and integrated community mental health center
serving adults and children with serious mental
health and substance abuse issues. Our pro-
grams are comprised of Community Support
Teams, including Psychiatric Services, Assertive
Community Treatment (ACT), Community
Integration (CI), Outpatient Therapy, Crisis
Response Services, and Complementary Thera-
pies.

We offer a comprehensive salary and benefits
package. If you are interested in exploring op-
portunities with us, please contact the Human
Resources Department at 207-294-7096. A re-
sume and cover letter may be sent to:

Counseling Services, Inc., P.O. Box 1010,
Saco, Maine 04072 or human.resources@
csimaine.com. We invite you to visit us online
at www.counselingservices.org. We are an
equal opportunity employer.

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.

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.

MAINE COAST-OUTPATIENT PSYCHIATRY

Penobscot Bay Medical Center seeks a full-time
BC/BE adult psychiatrist to join our hospital-
employed and community-based professionals.
Participate in a multi-disciplinary team approach
to serve a diverse client base. Experience &
training in addiction medicine preferred, but not
required. Generous salary and benefit package
including medical school loan repayment pro-
gram. Mid-Coast Maine offers spectacular
natural beauty, incredible outdoor recreation,
rich cultural opportunities and great schools all
in a safe environment. Contact John Bragg at
(207) 596 8214 or e-mail CV to jbragg@
penbayhealthcare.org.
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MARYLAND

Inpatient, Special Unit for Deaf Patients.
Springfield Hospital Center is seeking a BC/
BE general psychiatrist for the state of Mary-
land’s special inpatient psychiatric unit for deaf
patients. ASL interpreters are available 24/7.
Salary is negotiable, within MHA guidelines.
For other descriptive information, please see our
accompanying ad for a general psychiatrist.
Please send CV to Jonathan Book, M.D.,
Clinical Director, SHC, 6655 Sykesville
Road, Sykesville, MD 21784. For questions,
call (410)970-7006 or e-mail JBook@dhmh.
state.md.us. EOE

PT Psychiatrist needed in well established psy-
chiatric practice in Gaithersburg, MD, 10-20
hours per week to treat adolescents and adults.
Schedule flexible, BC only, experience in meds
management a must. Mail CV to GMPS, 9055
Shady Grove Ct., Gaithersburg, MD 20877 or
fax to 301/948-4333.

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.
Opur 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@dhmh.state.md.us.
EOE

MASSACHUSETTS

BOSTON - Central & Suburb locations -
Lowell, Brookline, Pembroke, Attleboro.
Medical Director & Staff Positions. Inpatient
& Partial. Salary, benefits & incentive plans.
NO CALL. Contact Joy Lankswert, In-house
recruiter @ 866-227-5415; OR email joy.lank-

swert@uhsinc.com.

Practice Opportunity: Boston’s western sub-
urbs. Well established practice is looking for
psychiatrist or other mental health professional
to step into busy outpatient practice. Current
practitioner leaving for personal reasons. Flex-
ible hours. Turn-key operation and growth op-
portunities. Contact: Anthony Jackson, M.D.,
Natick, MA Tel: 508 647-0222 ext 122.

Community Psychiatrists

Psychiatry positions benefit eligible, available
immediately. Jobs entail performance of Psycho-
pharmacologic Evaluations and ongoing medi-
cation management. Psychiatrist will participate
in multi-disciplinary treatment teams at full-
service, public sector Outpatient clinics located
throughout the Greater Boston, MA area. Ad-
ditional duties include leadership role at multi-
disciplinary staff meetings, consultation to the
Substance Abuse Team and/or other Agency
Teams, may include supervision of a prescribing
Clinical Nurse Specialist, and supervision of a
PGYIII Resident on Community Rotation pos-
sible, which would provide eligibility for an
MGH/Harvard appointment.

® Full or part time Adult positions.

e Full or part time Child position.

® 20 hour position as Consultant to Outreach
teams.

® 12% pay increase for bilingual capacity in
Spanish.

Pay commensurate with credentials and ex-
perience and includes sign on bonus.
NSMHA offers a comprehensive benefits
package including competitive salaries, med-
ical / dental insurance and generous paid
time off - Benefits available at 20 hours.

Interested candidates should send cover letter
and C.V. to North Suffolk Mental Health As-
sociation, Attn: Recruiter, 301 Broadway, Chel-
sea, MA 02150; Fax 617-889-4635, Email
gethired@northsuffolk.org. We are an equal
opportunity employer.

High Point Treatment Center is secking a 40
hr week psychiatrist to allocate 20 hrs managing
8-beds Inpatient Psychiatric Unit and 20 hrs al-
located 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 32 hours/wk) located in New Bedford,
MA. Salary ranging from $180,000 - $200,000.

If interested in either opening, please contact
Jim Horvath at 508-503-2455 or email to jim.
horvath@hptc.org.

Inpatient Attending Psychiatrist

Position available at Cambridge Health Al-
liance Department of Psychiatry, Harvard
Medical School. We are secking a psychiatrist
to join a collegial team and become an active
member of a rich clinical department. This op-
portunity is a full-time inpatient psychiatrist
position with clinical responsibility for a training
team on an active community service. Clinical
care is provided through a multidisciplinary
team approach with psychiatrist leadership.

The Department of Psychiatry at Cambridge
Health Alliance is an appointing department at
Harvard Medical School. Our public health
commitment to improving 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 opportunities for teach-
ing. Academic appointment, as determined by
the criteria of Harvard Medical School, is an-
ticipated.

Qualifications: BE/BC, demonstrated commit-
ment to public sector populations, strong clini-
cal skills, team oriented, problem solver. Inter-
est and/or experience with dual diagnosis pa-
tients a plus. 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.

Full-time position available with The Depart-
ment of Psychiatry at Cape Cod Hospital. Seek-
ing a Board-Certified Psychiatrist to combine
the responsibilities of Medical Directorship with
a half-time inpatient service of approximately
seven patients. Among Directorship duties are
leading a department of eight part-to-full-time
physicians and five part-to-full-time APRNSs,
and collaborating with top-level administration
on strategic planning measures (further details
available upon request). Excellent salary, superb
benefits package, plus large, collegial active staff
of over 400 doctors; wonderful career-building
opportunity. Five years experience preferred.
Please contact Mary Fisher for additional infor-
mation at mfisher@capecodhealth.org, tele-
phone: 508-862-5845, fax: 508-862-7387.

MARLBOROUGH, MASSACHUSETTS -
UMass Department of Psychiatry is seeking
candidates for a full time psychiatrist at its af-
filiated general hospital in Marlborough, Mas-
sachusetts. The position is two-thirds time in-
patient coverage on a 22 bed acute care unit and
one-third treatment and clinical care supervision
on the unit’s superb partial hospital program.
Our Department of Psychiatry has a large clin-
ical faculty with clinical, teaching and academic
opportunities at a wide variety of inpatient and
outpatient programs. We have faculty develop-
ment programs, commitment to our care, train-
ing and research missions, and a great living and
learning environment in Central Massachusetts.
If you want to know more about job opportuni-
ties or the department in general, please email
psychiatryrecruitment@umassmemorial.org or

fax to 508-856-5990. 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.

CAMBRIDGE HEALTH ALLIANCE: In-
patient Child/Adolescent Psychiatry Position

Cambridge Health Alliance, Division of
Child and Adolescent Psychiatry, Harvard
Medical School. Full time inpatient staff psy-
chiatry position available at our Cambridge cam-
pus. Work in a dynamic setting with multidis-
ciplinary teams using a nationally recognized
program for restraint reduction. Opportunities
to teach child psychiatry fellows, general psy-
chiatry residents, medical students, and other
trainees. Academic appointment, as determined
by the criteria of Harvard Medical School, is
anticipated.

Qualifications: BE/BC, demonstrated commit-
ment to public sector populations, strong clini-
cal skills, strong leadership and management
skills, team oriented, problem solver. Bilingual
and/or bicultural abilities are desirable. Interest
and experience with dual diagnosis and/or sub-
stance use disorders preferred. Competitive
compensation, excellent benefit package. Cam-
bridge Health Alliance is an Equal Employment
Opportunity employer, and women and minor-
ity candidates are strongly encouraged to apply.
CV & letter to Joel Goldstein, MD, Dept. of
Psychiatry, 1493 Cambridge Street, Cam-
bridge, MA 02139. Fax 617-665-1204.
Email: JoGoldstein@challiance.org (email
preferred).

Medical Director - An Easy Income of $220k
to $240k (Or More) - No long workdays nec-
essary to make a great income. Seeking Psy-
chiatrist for clinical and part-time administrative
responsibilities on Psychiatric Services in a hos-
pital in Saginaw, MI. Adult and C/A psychiatric
services. Salary w/benefits is also an option. Very
close to Bay City on Lake Huron and Flint. Only
an hour and a half to Detroit and Ann Arbor.
Please call Terry B. Good at 1-804-684-5661,
Fax #: 804-684-5663; Email: terry.good@

horizonhealth.com.

Opportunity for attending psychiatrist in the
U.P. of Michigan. Mostly outpatient work with
some inpatient responsibility on 20-bed, adult
psychiatric unit. Excellent salary and benefits.
For more information contact: Mark Blakeney,
Voice: 972-420-7473, Fax: 972-420-8233; email:
mark.blakeney@horizonhealth.com EOE.

MINNESOTA

Duluth Clinic

An affilinte of SMDC Health System

Psychiatry Opportunities in Beautiful
Duluth, MN

SMDC Health System, a member of Essentia
Health, serves a regional population of 460,000
in Northeastern Minnesota, Northwestern Wis-
consin and Michigan’s Upper Peninsula. The
integrated health system includes five hospitals,
as well as the Duluth Clinic, a nationally recog-
nized 450+ physician multispecialty group pro-
viding care at 17 locations. Located along Lake
Superior’s rugged hillside, Duluth’s spectacular
scenery, abundant recreational opportunities and
vibrant arts community earned it inclusions on
best small cities lists from Outside and Money
magazines. Two hours from Minneapolis/St.
Paul metro area. EOE/AA

CHILD/ADOLESCENT AND ADULT
PSYCHIATRISTS

Join a group of 4 adult and 1 child/adolescent

psychiatrists as part of a Behavioral Health Care

Team to also include doctoral level psycholo-

gists, advanced practice nurses, nurse clinicians

and psychotherapists.

* Full range of psychiatric problems and diag-
noses

* Opportunity to evaluate and treat chemically
dependent adolescent patients

® 37-bed adult and 16-bed child/adolescent unit

* 3 partial hospital programs for adults, children
and adolescents

® 24/7 referral center for triage and assessment
services

* Consultation/liaison service available

¢ Competitive benefit package and salary with
first-year guarantee

® J1-waiver opportunity

Search/Apply online AT
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www.duluthclinic.org/career

Sandra Kramer, Physician Recruiter
800-342-1388; 218-786-1035;

Fax: 218-722-9952
skramer@smdc.org

Duluth Clinic.
An Affiliate of SMDC Health System
The soul and science of bealing.

North Central Mississippi, just one hour south
of Memphis, TN. Attending Psychiatrist posi-
tion available for 15-bed Adult and 22-bed Ge-
riatric inpatient units, in addition to a 23-bed
Chemical Dependency Program. Excellent sal-
ary and benefits. For more information contact:
Mark Blakeney, Voice: 972-420-7473, Fax: 972-
420-8233; email: mark.blakeney@horizonhealth.
com EOE.

KANSAS CITY: Medical Director &Staff
Physician. Inpatient & Partial programs. Salary,
benefits & incentive plan. Contact: Joy Lank-
swert In-house recruiter @ 866-227-5415 or
email joy.lankswert@uhsinc.com.

Outstanding Psychiatric Practice Opportu-
nity! Nationally acclaimed, JCAHO eating
disorder center seeks qualified Psychiatrist
with ED interest/experience. Ideal Location!
Contact Steve Weiner, Pres., F-O-R-T-U-N-E
at fpccareers@aol.com or (573) 424-6624.

Weekend Call Opportunity - Seeking a Psy-
chiatrist to cover one, preferably two weekends
per month of on-call for 10-bed inpatient gero-
psychiatric unit at the general hospital in Bolivar,
MO - close to Springfield. Please call Terry B.
Good, Horizon Health, at 1-804-684-5661,
Fax #: 804-684-5663; email: terry.good@
horizonhealth.com.

MONTANA

Horizon Health invites you to consider an ex-
citing new Medical Director opportunity for
two NEW distinct Adult and Geriatric Inpa-
tient Psychiatric Units, comprised of 26 total
beds in Helena, M'T. Nestled beneath the foot-
hills of the Montana Rockies, Helena, the Cap-
ital 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, sympho-
nies, fairs and rodeos. There is truly something
for everyone here! Excellent practice opportu-
nity with great income ($200K+) and unparal-
leled quality of life! For more information con-
tact: Mark Blakeney, Voice: 972-420-7473, Fax:
972-420-8233; email: mark.blakeney@
horizonhealth.com EOE.

PSYCHIATRISTS
Earn up to $200K plus benefits

Get inside the criminal mind and make a differ-
ence. University Correctional HealthCare
(UCHC), a branch of the University and Medi-
cine and Dentistry of New Jersey (UMDNY]),
currently has regular (full-time and part-time)
and per diem openings for psychiatrists through-
out the state. We are dedicated to providing
excellent mental health and rehabilitative ser-
vices to our patients.

As a psychiatrist, you will have the unique op-
portunity to work with interesting patients and
stimulating colleagues within the New Jersey
Department of Corrections’ prisons. We offer a
comprehensive benefits package and a salary of
up to $200,000 depending upon location, board
certification, and experience. You will work with
a multidisciplinary team and a state-of-the-art
medical record. With minimal call, flexible
hours, no managed care, no insurance forms, and
an emphasis upon treatment rather than paper-
work, isn’tit time you discovered the difference
you can make with University Correctional
HealthCare.

Please apply via our website at www.umdnj.edu/
hrweb or e-mail our Director of Psychiatry,
Rusty Reeves, M.D., at reevesdo@umdnj.edu.
UMDN] is an affirmative action/equal employ-
ment opportunity M/F/H/V and is a member of
the University Health System of New Jersey.
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Westampton - East of Philadelphia. General
or Addiction Psychiatrist for Adult Dual Diag-
noses Unit. Salary & Benefits. Contact Joy
Lankswert, In-house recruiter @ 866-227-5415
or email joy.lankswert@uhsinc.com.

CHILD & ADOLESCENT PSYCHIATRIST
WESTFIELD, CEDAR KNOLLS, RIDGEWOOD
& PRINCETON

Excellent opportunity for Child/Adolescent Psy-
chiatrist to join our Center in one of our four
locations. We are a successful private fee for
service comprehensive child, adolescent and
adult therapy Center with locations in Westfield,
Princeton, Cedar Knolls and Ridgewood, New
Jersey. Candidate will be part of a multi-disci-
plinary team and will provide psychiatric evalu-
ation, medication management and, if desired,
psychotherapy. He/She will also clinically over-
see treatment at the Center. Salary and benefit
package is generous and includes medical/dental
insurance, retirement plan, professional liability
coverage and substantial continuing education
and vacation. Supportive collegial atmosphere.
Candidate must be board certified or board eli-
gible in child/adolescent psychiatry. E-mail cv
to abbazn@aol.com.

NEW YORK CITY & ARE-A

PSYCHIATRISTS
Best in Brooklyn!

Lutheran HealthCare, located in the Southwest
section of Brooklyn, offers a continuum of com-
munity-orientedbehavioral health services
within its Department of Psychiatry.

FT O/P ADULT/GERIATRIC

¢ Office-based, “Memory Clinic,” Assisted Liv-
ing, Adult Home.

¢ Salary with benefits.

* Bonus capability.

FT I/P ADULT

¢ Addictions emphasis.
* Ample cross-coverage.
® Salary with benefits.

* Bonus capability.

PER DIEM/MOONLIGHTING
® Dedicated shifts.

® Variety in night/weekend activity.
¢ Paid malpractice.

* Competitive hourly rates.

* Additional pay per encounter.

Please email: tirvin@lmcemc.com, fax 718-630-
8594, or send your CV to: Tracey Irvin, Dept.
ofPsychiatry, Lutheran Medical Center, Suite
2-45, 150 55th St., Brooklyn, NY11220. EOE/
AA M/F/D/V. www.LutheranHealthCare.

Westchester Suburbs of NYC. Medical Di-
rector- Child/Adol Facility. New opening!
Admin duties & 30 d LOS easy inpt care, little
m’gd care. Daytime-no call, wkends or ev’s.
Easy NYC commute. Also, 1 pos for C/A Unit
Chief. AdoIMD@gmail.com or 917-710-2456.

NYC/BROOKLYN HEIGHTS

Part time psychiatrist. Opportunity exists for
qualified MD to engage in busy office based
practice in Brownstone Brooklyn. Please fax
your CV to 718-237-4434 or email to bpa.pc@

hotmail.com.

Psychiatrists

JBFCS is seeking PT Adult & Adolescent Psy-
chiatrists. Openings include 5 boroughs &
Westchester. Requirements: NYS license, DEA
Certification req. Exp with this population &
Fellowship in Child & Adolescent Psychiatry
pref. Email resumes to: HRRecruit2@jbfcs.org.
Mention Psychiatrist and location preference in
the email subject line.

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

NEW YORK STATE

Adult Residential Psychiatrist

A private residential treatment facility in Brew-
ster, NY, seeks a P/T board certified/board eli-
gible NY State Licensed Psychiatrist for a 52
bed adult facility. Applicant must be able to
work effectively as part of a clinical team and be
comfortable with using computerized records

system. Send applications and CV’s to: 2505
Carmel Avenue Suite 210 Brewster, NY 10509
Attn: Danielle Quinn or fax to 845-279-7678
Attn: Danielle Quinn.

ClearView Center Inc. is looking for a part
time (4-5hrs/week) Psychiatrist with an interest
working in Community Psychiatry. Flexible
hours, evenings possible, no call, no weekends.
Responsibilities include: providing initial psy-
chiatric evaluations, and medication reviews.
Qualifications: Current license to practice med-
icine in NYS, with Board certification or Board
eligible in Psychiatry. Send resumes to Human
Resources: 500 Central Ave., Albany, NY 12206.
P(518)435-9931; F(518)435-9937. E- hrl@
clearviewcenter.com. www.clearviewcenter.
com.

ELMIRA PSYCHIATRIC CENTER
Adult and Adolescent Psychiatrists

Board Certified - $172,269 - $176,903
Licensed Physician - $141,751
Limited Permit - $107, 318 - $115,905

e All positions M-F 8-4:30 with no managed
care insurance demands

* Optional participation in a low stress on-call
program with potential to earn up to an extra
$74,000/year

¢ Student loan repayment available

* Excellent NYS benefits package

¢ Inpatient, Outpatient and Day Treatment ser-
vices

® Our location offers: quality housing prices;
little traffic; regional airport; Cornell Univer-
sity; 4hr drive to NYC, Toronto & Philadel-
phia; 5 ¥ hr drive to Boston & DC; less than
1hr to Finger Lakes

For further info contact: Patricia Santulli, Direc-
tor of Human Resources at: Elmira Psychiatric
Center, 100 Washington Street, Elmira, NY
14901 or e-mail: elpopms@ombh.state.ny.us or
call: (607) 737-4726 or fax: (607) 737-4722
An AA//EOE Employer.

IN-PATIENT PSYCHIATRISTS

The Mid-Hudson Forensic Psychiatric Center
is a forensic facility operated by the NYS Office
of Mental Health and is accredited by both CMS
and Joint Commission. Located in the beautiful
lower Hudson Valley area, the facility provides
an excellent opportunity to work with dynamic
multi disciplinary treatment teams to provide
high quality care to patients mostly referred
from the court system. Competitive salary with
paid on call services and excellent benefit pack-
age. We have Forensic Fellowship Program
affiliated with Colombia University, which gives
an opportunity to participate in several educa-
tional programs. Currently we are recruiting
Board Certified/Board Eligible New York State
Licensed Psychiatrists. We are providing an op-
portunity to have an alternate work schedule to
accommodate outside employment. Affirmative
Action/Equal Opportunity Employer.

Contact: Gowramma Shivashankar, M.D.,
Clinical Director

MHFPC Box 158, Route 17M

New Hampton, NY 10958

Phone: (845) 374-8743/8796

Email: MHMDGSS@ombh.state.ny.us
Faxi# - (845) 374-8860.

EXCELLENT ADULT PSYCHIATRY OPPORTUNITY

Samaritan Medical Center, a not-for-profit
regional referral center in northern New
York, is seeking a BC/BE Psychiatrist for
hospital based employment to join our excel-
lent dedicated staff. Physician will provide
adult psychiatric care in our 32 bed inpatient
mental health unit. Physician will also serve as
consultation liaison and participate in rotational
emergency call. Top salary, signing bonus,
excellent benefits, malpractice coverage, re-
location assistance, immigration assistance,
etc. Enjoy the natural beauty of northern New
York 1,000 Islands Region, with the added ben-
efit of living in a safe community with a low cost
of living. For more information contact Anne
Marie Walldroff at 315-785-4632, or respond
online to awalldroff@shsny.com. Visit our
website: www.samaritanhealth.com.

NORTH CAROLINA

Private Practice Opportunity: Established &
busy mental health outpatient practice in Dur-
ham, NC seeks Psychiatrist, Board Certified.
Managed care knowledge a plus. Send CV to:
pamelatrent@gmail.com. Phone: 919-479-
1600.

VERY ATTRACTIVE POSITION RIGHT
NEAR RALEIGH - Adult inpatient and out-
patient work in Rocky Mount - only 45 minutes
from Raleigh. Offering very attractive package:
salary with benefits and bonus plan. Contact
Terry B. Good at 1-804-684-5661, Fax #:
804-684-5663; terry.good@horizonhealth.com.

Adult Staff Psychiatrist
Emergency Room Psychiatrist
Charlotte, NG

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

PSYCHIATRIST-FT
NO ON-CALL

Excellent opportunity to join nationally recog-

nized not-for-profit provider of behavioral

health and rehab programs that improve the

lives of individuals, families and businesses in

NE Ohio.

* Outpatient working environment.

® Job resp: psychiatric evaluations, treatment
and adult medical mgmt.

* Regular schedule, M-F.

* No on-call. No holidays.

* Competitive Salary and Benefits.

Must be BE/BC - MD/DO with OH license.

Send resume to CPS-PSYNW, 5982 Rhodes Rd,

Kent, OH 44240 or apply online at www.

coleman-professional.com. E.O.E.

OKLAHOMA

OKLAHOMA CITY: General Psychiatrist.
Fulltime position for inpatient & partial pro-
grams. Competitive salary, benefits & bonus
plan. Contact Joy Lankswert In-house recruiter
@ 866-227-5415 or email joy.lankswert@uhsinc.

PENNSYLVANIA

PHILADELPHIA and suburbs- Child Psy-
chiatrists for Inpatient, RT'C and or Partial Pro-
gram.CLARION (Western PA). Child Psy-
chiatrist for inpatient & partial programs.
SHIPPENBURG: General Psychiatrist with
interest in Dual Diagnoses. Fulltime positions.
Salary & benefits. Student loan assistance at
Clarion. Contact Joy Lankswert @ 866-227-
5415; OR email joy.lankswert@uhsinc.com.

PHYSICIAN ADVISOR

Highmark Inc., Pennsylvania’s largest health
insurer based on membership, is seeking a Board
Certified Psychiatrist to provide clinical support
to the Behavioral Health Utilization and Case
Management teams. This part time position
could be based in Pittsburgh, Camp Hill, Erie,
Johnstown, Altoona or Allentown PA. Candidate
must have an unrestricted medical license in PA,
credentialed in the KHPW or Highmark Blue
Shield network and have five years of clinical
experience. Submit your resume to: www.high-
mark.com and click on the careers link under the
About Highmark section, use reference # 57947.
Highmark, an equal opportunity employer,
strives to capitalize on the strengths of individual
differences and the advantages of an inclusive
workplace. Qualified applicants will receive con-
sideration for employment without regard to
race, color, ethnicity, sex, marital status, religion,
creed, national origin, disability, veteran’s status,
sexual orientation or any other category pro-
tected by applicable federal, state or local laws.

CLASSIFIEDS / pn.psychiatryonfine.org



Horizon Health, in partnership with Lower
Bucks Hospital in Bristol, PA, has an exciting
opportunity for an Associate Medical Director
for a 24-bed Adult Inpatient Psychiatric Pro-
gram. Excellent practice opportunity and in-
come potential for local physician. Call coverage
shared - 1:3 weekends, or less, and 1-2 nights
per week. For more information contact: Mark
Blakeney, Voice: 972-420-7473, Fax: 972-420-
8233; email: mark.blakeney@horizonhealth.com
EOE.

Adult and Geropsychiatric Units -Eastern
PA- Seeking a Psychiatrist for inpatient work in
an impressive med/surg hospital. Offering sal-
ary/benefits, relo pkg, and bonus plan. Close to
Harrisburg; easy drive to Philadelphia and Bal-
timore. Please call Terry B. Good at 1-804-
684-5661, Fax #: 804-684-5663; Email: terry.
good@horizonhealth.com.

Stroudsburg, PA. Full Time outpatient Adult/
Child Psychiatrist.ISL Psychiatric Services is
looking to recruit additional psychiatrists to join
our excellent group of 20 psychiatrists and other
mental health workers. Starting salary of 170K
and an excellent benefit package. Fax CV to
(570) 424 6271, or call (570) 424 6187.

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.

SOUTH CAROLINA

Locum Tenens Psychiatrist - Interim psy-
chiatrist needed on 8-bed geropsychiatric unit
in northeast SC-2 hours from 5 great cities:
Raleigh, Charlotte, Myrtle Beach, Columbia,
and Wilmington. Round 5 days per week, or
split with someone: one rounding two days and
one rounding three days. No weekend rounding
necessary. Call Terry B. Good, Horizon
Health, 1-804-684-5661, Fax #: 804-684-
5663; email: terry.good@horizonhealth.com.

BC/BE Psychiatric Position near SC Coast!

McLeod Health is seeking a Full-Time BC/BE
Adult Psychiatrist for our Behavioral Health
Psychiatric Center located in a beautiful rural
setting in Darlington, SC, just minutes away for
the main flagship hospital, McLeod Regional
Medical Center, a 453 bed, tertiary care, and
teaching facility in Florence, SC. We have an
extensive support staff for the hospital and ED
consults and a twenty-four hour Access Center.
Our state-of-the-art 23 bed crisis intervention
in-patient facility was built and designed spe-
cifically for the needs of the psychiatric patient.
We also provide out-patient therapy for patients
in a private practice setting. We offer a com-
petitive salary, comprehensive benefits and re-
tirement package, paid professional liability in-
surance, CME allowance, relocation assistance,
and sign on bonus. We are just over 1 hour to
Myrtle Beach, SC and 2 hours from Charleston,
SC.

If you are interested in joining this nationally
recognized hospital, please contact Angela
Stukes at 843-777-7046 or by email at astukes@
mcleodhealth.org.

Go to mcleodphysicianrecruiting.org for more
details regarding this position.

Income Potential $280k to $350+

Medical Director - Geropsych Unit

Very lucrative position (salaried with benefits or
practice opportunity for those who prefer inde-
pendence) in northeast SC-a place with a great
quality of life and lots of opportunity. An easy
drive to Florence, SC and Fayetteville, NC; 2
hours from Columbia, Myrtle Beach, Charlotte
and Raleigh. Please call Terry B. Good at
1-804-684-5661, Fax #: 804-684-5663; Email:
terry.good@horizonhealth.com.

GREAT PLACE TO LIVE, WONDERFUL
PRIVATE PRACTICE OPPORTUNITY
Charleston, SC. Child or General Psychiatrist
to join a very busy outpatient practice with un-
limited growth potential and great referral
sources. Share expenses, assume existing pa-
tients. CL opportunities near by. Contact 843-
412-3152.

TENNESSEE

ASHLAND - just north of Nashville: Medi-
cal Director for Child/ Adolescent Residential
Treatment Center. MEMPHIS: General &
Child Psychiatrist for inpatient & partial ser-
vices. Salaried employment w/ benefits. Con-
tact Joy Lankswert, In-house recruiter @ 866-
227-5415 or email joy.lankswert@uhsinc.com

Board-certified/eligible psychiatrists needed
for a large Psychiatry Service at Mountain
Home VAMC in Johnson City, Tennessee. In-
patient/outpatient psychiatrist on a 24 bed
teaching unit staffed by two psychiatrists, 1 NP,
1 PA, and residents rotating from ETSU College
of Medicine. Must be board certified in psy-
chiatry or board eligible if within 2 years of
residency completion. Join staff of 30 prescrib-
ers, including 18 psychiatrists at ETSU-affili-
ated residency training program with medical
students, adult and med-psych residencies. Clin-
ical appointment potential and some teaching
expected. Research a plus. On-call (full time
positions only) is backup to residents and shared
amongst staff psychiatrists.

NO STATE INCOME TAX, LOW COST OF
LIVING, BEAUTIFUL MOUNTAINOUS
REGION, LOTS OF PARKS, GOLF
COURSES, LAKES, NATIONAL FOREST.

Inquiries: Tana Johnson, (423) 926-1171,
ext. 7184, or Tana.Johnson@va.gov and
George.Brown@va.gov. Applications and/or
CVs to: James H. Quillen VA Medical Cen-
ter P.O. Box 4000 (05), Mountain Home, TN
37684 or Fax: (423) 979-3443 or Email:
mtnhomehrmservice@va.gov

Equal Opportunity Employer
TEXAS

Interested in loving where you live and work?
Then consider Lufkin.

Lufkin State Supported Living Center is looking
for a psychiatrist. We are located in beautiful
deep east Texas near two national forests, boast-
ing of great lakes, parks and one of the best golf
courses in Texas. According to the Chamber of
Commerce - Lufkin is the #1 Micropolitan com-
munity in Texas and has many dining and shop-
ping opportunities. The Center is a develop-
mental facility for people with mental retarda-
tion and physical disabilities as well as persons
with dual diagnosis which includes mental ill-
ness. A typical work schedule is Monday - Friday
8 a.m. to 5 p.m. The work environment is casual
and the medical problems are challenging. We
have a strong support system and offer excellent
benefits (competitive salary, retirement, health/
dental insurance, paid vacation and sick days, life
insurance, longevity pay, up to 15 paid holidays
per year, and more). Employee housing is avail-
able on the grounds with all bills paid and a
modest rent.

For more information, call 936-853-8350, or
e-mail: gale.wasson@dads.state.tx.us

San Antonio, Dallas, Houston,
Ft Worth and Austin

Immediate openings for full or part-time physi-
cians to provide direct geriatric patient care,
supervision of NP’, PA’s, Additional geriatric
training available.
® Flexible hours PT - $75-$125/hr
* FT - $200,000 + Bonus
¢ Benefits, CME leave, 3weeks vacation, and
insurance.
www.seniorpsychiatry.com. mcampos@
seniorpsychiatry.com. Call John Croley 713-
850-0049 for more information.

AMARILLO - Hospitalist - Salaried Employ-
ment & benefits offered. Adult general psych
and dual programs. Contact: Courtney Wil-
liams, In-house recruiter @ 866-227-5415 or
email courtney.williams@uhsinc.com.

MCcALLEN: Private Practice Opportunity. In-
patient & Outpatient. Contact: Joy Lankswert,
In-house recruiter @ 866-227-5415 or email joy.
lankswert@uhsinc.com.

Psychiatrists Wanted
To Care for Our Nation’s Finest;
Fort Hood, Texas
UTILIZE ANY CURRENT STATE LICENSE!

Humana Military Healthcare Services is seek-
ing Psychiatrists to provide full time outpatient
services to military personnel at Fort Hood in
Killeen, TX. Provider will work full-time days,
Monday - Friday, 7:30am to 4:30pm. Minimal
telephonic on-call services of 1-2 weekdays and
one weekend day every other month. Require-
ments include board certification or board eli-
gibility by the American Board of Psychiatry and
Neurology, current unrestricted licensure to
practice as a Psychiatrist in any U.S. State, and
current DEA registration. Candidates must
have been continuously employed in the practice
of Psychiatry or in training for the past 2 years.
U.S. citizenship and current BCLS certification
are also required prior to start. Competitive
remuneration package paid as an Independent
Contractor of $225,000 plus $15,000 sign on
bonus, 20 days paid time off, 10 paid holidays,
and $4250 relocation reimbursement.

For consideration please send your CV to:
msechen@humana.com or fax to (772) 299-

0550, or call toll-free at 1-877-202-9069.

Psychiatrist

The Department of Psychiatry and Behavioral
Sciences of the University of Texas Medical
School at Houston has extraordinary opportuni-
ties for psychiatrists seeking to develop a career
in inpatient psychiatry. Under new leadership,
the Department is expanding clinical and re-
search areas and is seeking general psychiatrists,
child and adolescent psychiatrists and geriatric
psychiatrists to join a growing academic depart-
ment dedicated to excellence in training, educa-
tion, and research. The University of Texas Har-
ris County Psychiatric Hospital is a state of the
art 250 -bed facility serving patients in all age
groups and affiliated with department of Psy-
chiatry at University of Texas Medical School at
Houston. The Medical School is part of the
University of Texas Health Science Center at
Houston, located in the Texas Medical Center
- the largest medical center in the world. Hous-
ton is 4th largest metropolitan city offering the
charm of southwestern hospitality and a low cost
of living.

Individuals applying for these positions must be
Board Certified in general psychiatry, child &
adolescent psychiatry and geriatric psychiatry or
have completed an accredited training in these
specialty and subspecialty areas in the United
States. Additionally, they must be licensed or be
eligible for licensing in the State of Texas. Ex-
perience or interest in research and/or education
is preferred. Recent graduates from accredited
residency program are also encouraged to apply.
Depending upon the applicant’s qualifications
and credentials, faculty appointment at the level
of Assistant Professor, Associate Professor or
Professor will be offered. Salary levels are very
competitive and also carry excellent fringe ben-
efit packages. For more information about these
unique academically-driven positions or to apply
for them, please write to Jair C. Soares, M.D.,
Professor and Chair, and include a copy of your
curriculum vitae and a letter of interest to 1941
East Road, Houston, Texas 77054, e-mail:
Jair.C.Soares@uth.tmc.edu phone 713-486-
2507; fax 713-486-2553. The University of
Texas Health Science Center at Houston is an
EO/AA employer. M/F/D/V.

WEST TEXAS San Angelo: Child or General
Psychiatrist. Salaried Employment or Private
Practice. Student loan assistance in San An-
elo.
DALLAS: Independent contractor practice po-
sition for coverage of inpatient services. Also
weeknight and weekend call coverage options.
Contact: Joy Lankswert, In-house recruiter @
866-227-5415 or email joy.lankswert@uhsinc.
com.

Salaried Opportunities for 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.

PSYCHIATRISTS: Mental Health Mental
Retardation Authority of Harris County
(MHMRA) in Houston, Texas is one of the larg-
est mental health centers in the United States.
Demands have created the need for additional
BC/BE Psychiatrists throughout the Agency.

Harris County Jail
Second shift 2:00 PM to 10:00 PM.
Perform psychiatric evaluations
& medication management.
Some on call at 24/7 facility.

Texas licensure is required for all positions.

MHMRA offers competitive salary plus a gener-
ous benefit package. Houston offers excellent
quality of life, lower than average cost of living,
no state sales tax and exciting cultural, entertain-
ment, sporting and tourists venues.

Contact Charlotte Simmons at (713) 970-
7397, or submit your C.V. to charlotte.
simmons@mhmraharris.org or fax: 713-

970-3386 or go on-line at www.
mhmraharris.org to complete application.

The Texas Department of Aging and Dis-
ability Services is looking for psychiatrists to
fill vacancies at our state supported living centers
in El Paso, Mexia, Abilene, Brenham,Lufkin,
San Angelo, San Antonio,Corpus Christi, and
Austin.

We offer a competitive salary, health/dental in-
surance, paid vacations,up to 15 paid holidays
per year, an excellent retirement program, and
the opportunity to make a difference.

For additional information, visit www.career-
satdads.com or contact Judy Garner at 512-
438-3268 or judy.garner@dads.state.tx.us.

Come to Texas - you’re gonna love it!

UTAH

PSYCHIATRIST

Ski Park City and Snowbird, attend Sundance
film festival, and work in nearby Provo! On-Call
is optional. Utah State Hospital seeks psy-
chiatrists for adult inpatient unit. JCAHO/
MEDICAID/CMS accredited. Electronic chart
and pharmacy. New buildings on a 300-acre
campus at the base of the mountains. Collegial
environment. Salary negotiable, with full ben-
efits.

Send CV to: Richard Spencer, MD, Clinical
Director, PO Box 270, Provo, UT 84603, (801)
344-4201, rspencer@utah.gov. EOE.

Ready made $330,000+ opportunity in
Williamsburg,VA. Private multidisciplinary out-
patient psych practice seeks F/PT psychiatrist
to partner with 8 therapists and 2 PT psychia-
trists Current FT M.D. is retiring. FamilyLiv-
ingInstitute.com, or call Carl 757-229-7927.

Central Virginia Community Services one of
Central VA’ largest community mental health
center’s is currently seeking two FT Child Psy-
chiatrist (#79FT) or (#335FT), to provide
direct services to children and adolescents.
These positions will be responsible for providing
psychiatric evaluations, consultations and med-
ication management services to children and
adolescent consumers in an outpatient clinic set-
ting, serving Lynchburg and the surrounding
counties. Excellent clinical, documentation and
communication skills are needed. Experience
working with children and adolescents is re-
quired. BC/BE.

Please forward CV to Kathy Stone at Kathy.
stone@cvcsb.org.

Central Virginia Community Services offers
a competitive salary with an excellent benefit
package that includes medical, dental, and vision
insurance; participation in the Virginia Retire-
ment System; participation in additional annuity
plans; with a generous leave policy and educa-
tional benefits. These positions also offer rea-
sonable work hours with a Monday - Friday
schedule, in a congenial work atmosphere.
Lynchburg, VA is a historic and attractive city
with many amenities available throughout the
city and surrounding counties. Located in the
beautiful foothills of the Blue Ridge Mountains,
Lynchburg has something to offer everyone!

GLASSIFIEDS / pn.psychiatryonling.org
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PSYCHIATRIST
Sign-0n Bonus!

Catawba Hospital is accepting applications from
BE/BC Psychiatrists interested in joining an
outstanding medical staff in a 110-bed, Joint
Commission accredited, psychiatric hospital.
Academic affiliation exists with the local Resi-
dency Program and Medical Schools. Teaching
medical staff have academic faculty appointed.
Experience with serving adult and/or geriatric
patients with severe mental illness is desired.
Applicants must be licensed or eligible for licen-
sure in Virginia. NO CALL REQUIRED!

Located just minutes from the metropolitan

community of Roanoke, Virginia, the cultural

hub for Southwest Virginia. The area provides
excellent recreational, educational, and cultural
opportunities in the Blue Ridge Mountains:

* One of the ten best places to raise a family in
the United States (Parenting magazine);

* Ranked among the least stressful locations in
the United States (Zero Population Growth,
Inc.);

* Excellent School Systems within the Roanoke
Valley and Blacksburg areas.

¢ 7th healthiest place to live (Kiplinger’s Personal
Finance Magazine),

* One of the nation’s top 20 cities for quality of
life (recent University of Kentucky study).

¢ Fantastic outdoor opportunities: Appalachian
Trail within five minutes of hospital; Blue
Ridge Parkway nearby; outstanding mountain
biking & hiking just ten minutes away in
Carvin’s Cove Nature Preserve(2nd largest city
park in the United States).

Salary up to $175,000/year based on
experience and expertise.

In addition, the generous state employee
benefits package brings your total compen-
sation to the equivalent of $246,000/year.

® Malpractice covered by the Commonwealth
of VA.

® Possibility of on grounds housing in a relaxed
rural setting.

¢ Financial assistance with moving expenses.

No 7-I positions available. Position will remain
open until filled.

For telephonic/e-mail inquiries contact:
Gary Hiler, Human Resource Manager
(540) 375-4368
gary.hiler@dbhds.virginia.gov

Submit CV to:

Human Resource Office
CATAWBA HOSPITAL
P.O. Box 200
Catawba, VA 24070-0200
TDD(540)375-4385. FAX(540)375-4359
EOE M/F/H/V

Inpatient and Outpatient Psychiatrists

Norfolk Community Services Board, a commu-
nity-based behavioral healthcare organization
located in Norfolk, Virginia, is seeking a full-
time inpatientpsychiatrist. Opportunities for
medical student/resident teaching and research.
Academic appointment at Eastern Virginia
Medical School is available. We are also recruit-
ing FT/PT psychiatrists for positions within our
continuum of outpatient services, including our
Adult Outpatient Clinic, Adult Intake,Addiction
Medicine clinics, and Emergency/Crisis Stabi-
lization services. Excellent benefits package; paid
malpractice insurance. Salary is commensurate
with experience. Applicants must possess or be
eligible to obtain an unrestricted Virginia med-
ical license. BC/BE. On-line application at www.
norfolkesb.org or contact Norfolk Community
Services Board, 225 West Olney Road, Norfolk,
Virginia23510, (757) 823-1693. EOE M/F/D/V.
Background check required.

WASHINGTON

Summit Research Network (Seattle) LLC is
seeking a licensed, board certified Psychiatrist
to work with adult and pediatric/adolescent
populations in clinical research trials. Must be
comfortable working in a team environment as
a Sub Investigator and Principal Investigator in
primarily psychiatric pharmaceutical research at
our site in Seattle, WA.This position is part time
with the potential to increase to full ime. Sum-
mit offers competitive salary based on experi-
ence/credentials with an excellent benefit pack-
age. Please send inquiries and CV to: Shannon
Kinzebach, Summit Research Network, 901
Boren Ave Ste 1800; Seattle, WA 98104 or via
email: shannonk@summitnetwork.com.
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WEST VIRGINIA

Child and Adolescent Psychiatrist
(J-1 slot available)

Westbrook Health Services, a Comprehensive
Community based, not for profit behavioral
health center located in the Mid-Ohio Valley is
recruiting a Child and Adolescent Psychiatrist.

Metro area of 150,000. A great place to raise a
family. Good schools, including colleges and
universities. Very low crime rate. Practice
where you are wanted and appreciated. For de-
tails, call or send your CV to:

Dr. Amelia McPeak, Medical Director
Westbrook Health Services
2121 Seventh StreetParkersburg, WV 26101
Phone: 304-485-1721 ext 273
Fax 304-422-0908
E-mail: amcpeak@westbrookhealth.com

Assistant/Associate Professor
J-1 Slot Available

The Department of Psychiatry and Behavioral
Medicine, of the Joan C. Edwards School of
Medicine at Marshall University, is recruiting
for a psychiatrist with flexible responsibilities,
depending on the training and interest of the
applicant. Position is open until filled.

Marshall is a Medical School with a class size of
73, located in Huntington, West Virginia. The
metro area has a population of approximately
300,000 with two general hospitals, a private
psychiatric hospital, a VA hospital and a State
hospital facility.

On the banks of the Ohio River, Huntington has
a temperate four-season climate, low cost of liv-
ing, excellent park system, and a major Museum
of Art. Many outdoor recreational activities are
available. Marshall University is a doctorate
level university of approximately 13,000 students
and active sporting and cultural events.

Applicant should be BC/BE in Psychiatry and
have an interest in teaching. Clinical responsi-
bilities are primarily in the University outpatient
clinic, but can include inpatient services and C/L
if desired. Research experience is not necessary,
but is desirable.

The University offers an excellent benefits pack-
age and competitive salary, and is an Equal Op-
portunity employer.

CONTACT:

Samuel Januszkiewicz, M.D.
Chairman, Department of Psychiatry and
Behavioral Medicine
Joan C. Edwards School of Medicine at
Marshall University
1600 Medical Center Dr. Suite B500
Huntington, WV 25701
304-691-1550
januszki@marshall.edu

PSYCHIATRIST-West Virginia University
School of Medicine, The Department of Behav-
ioral Medicine and Psychiatry, has ongoing op-
portunities and faculty positions for full-time,
part-time or per diem BE/BC Adult and Child
Psychiatrists in various locations throughout
the state of West Virginia, including its primary
clinical, educational and research location in
Morgantown, WV, as well as William R. Sharpe
Jr. Hospital, a 150-bed, JCAHO-accredited,
state psychiatric hospital in Weston, WV.Re-
sponsibilities include patient care and teaching,
with opportunities for research. Positions will
remain open until filled. Contact Susan Clay-
ton at sclayton@hsc.wvu.edu. WVU is an AA/
EO employer.

The University of Wisconsin Department of
Psychiatry is a financially strong academic Psy-
chiatry department undergoing an aggressive
faculty growth plan. We are seeking BC/BE
Child and Adolescent Psychiatrists and BC/BE
Adult Psychiatrists to join in the expansion of
innovative clinical programming and services.
‘We have opportunities for both inpatient consult
and outpatient practice settings and provide
compensation equivalent to that found in private
practice settings, paired with the stimulation of
an academic environment. Participation in
teaching activities is expected and rewarded.
For more information, please e-mail a letter of
interest and CV to:

Jeff Charlson
Department Administrator
jtcharls@wisc.edu

IN-PATIENT PSYCHIATRY OPPORTUNITY

Marshfield Clinic-Marshfield Center is seeking
a BE/BC Psychiatrist to assume the role of a
full time Medical Director for the 13 bed volun-
tary in-patient psychiatric unit for a tertiary
medical center. This individual will assist with
covering consultation service in rotation with
other psychiatrists. This practice provides care
to a full gamut of high acuity psychiatric patients
including mood disorders, psychological disor-
ders, and cognitive disorders. With over 775
physicians practicing at 50+ locations through-
out Wisconsin, it’s the leader in providing high
quality health care to the region. Marshfield
Clinic offers a very competitive compensation
and benefit package.

Contact Beth Albee at: albee.beth@
marshfieldclinic.org, 715-221-9775,
Marshfield, WI. www.marshfieldclinic.org.

CASPER & CHEYENNE: Psychiatrist for
inpatient & outpatient services. Highly com-
petitive salary, benefits, & bonus plan. Student
loan assistance negotiable. Contact Joy Lank-
swert, In-house recruiter @ 866-227-5415 or
email joy.lankswert@uhsinc.com.

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

FORENSIC PSYCHIATRY FELLOWSHIP

This ACGME-accredited one-year fellowship
has Forensic Psychiatry Fellowship positions
available at the PGY-V level or above, starting
July 1, 2010. The program offers training in
forensics at the University of California, San
Diego, and at the Atascadero State Mental Hos-
pital. For more information and to apply, please
contact Lynn Maskel, M.D., M.A,, Forensic Fel-
lowship Director at: Department of Psychiatry,
University of California, San Diego; 9500 Gil-
man Drive, La Jolla, California 92093-0603,
(858) 534-3684, or c/o kstuart@ucsd.edu.

Rural Public Psychiatry Fellowship

The Department of Psychiatry and Behavioral
Medicine at The University of Alabama in
Tuscaloosa is secking candidates for its newly
established Rural Public Psychiatry Fellowship.
The program is open to physicians who have
recently completed an accredited Psychiatry
residency program. The Fellowship is a 1-year,
non-accredited program that will provide expo-
sure to various Public Psychiatry settings with a
unique focus on rural West Alabama. Fellow will
spend approximately 40% of effort at a Univer-
sity-affiliated rural community mental health
center and will alternate time at various other
sites including VA, juvenile, geriatric, and devel-
opmental centers. The Fellowship offers diverse
opportunities and dedicated time for indepen-
dent research, as well as telepsychiatry consulta-
tions and extensive training in mental health
administration and management. The program
also features structured reading, academic sem-
inars, and provides ample opportunity for teach-
ing and supervision of medical students and
Family Medicine residents. In addition, the Fel-
low will receive support for attendance at a pro-
fessional meeting/conference. The Fellowship
begins July 2010. Salary is $70,000, plus full
benefits. Candidates must be eligible for licens-
ing in Alabama and DEA certification. The Col-
lege of Community Health Sciences is located
on the main campus of The University of Ala-
bama, a comprehensive research institution that
offers a wide variety of opportunities for faculty
and their families. Located in Tuscaloosa, Ala-
bama, a community of approximately 150,000,
there are many exceptional cultural and recre-
ational opportunities.

For more information, contact Marisa
Giggie, M.D., Fellowship Program Chair,
at (205) 348-1325.

Email magiggie@cchs.ua.edu.
Equal Opportunity, Affirmative
Action Employer.

FELLOWSHIPS
and
CHIEF RESIDENCIES
in
PSYCHOSOMATIC 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, 2009, 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.

PSYGHOSOMATIC MEDICINE FELLOWSHIPS
2010-2011
NY Medical College/Westchester Med. Ctr.
FLEXIBLE STARTING TIME

Established C/L Group in tertiary care hospital,
ACGME accredited. 45 minutes from NYC.
Opportunity to work in Burn, High-Risk OB,
HIV, Transplant as well as General Med/Surg.
Research opportunities. Psychiatry residency &
NYS limited permit or license required. Com-
petitive salary and benefits. Contact: Yvette
Smolin, MD, Training Director, BHC Room
N301, Valhalla, NY 10595 (914) 493-8424

smoliny@wcmec.com

Forensic Psychiatry Fellowship

ACGME-accredited fellowship program (PGY-
5) sponsored by the SUNY Upstate Medical
University in Syracuse, NY. One position is
available beginning July 1, 2010. This is a one-
year program with training at multiple clinical
sites in the Medical University and at Central
New York Psychiatric Center; the JCAHO ac-
credited forensic psychiatric hospital of the New
York State prison system. There is a substantial
component at the Syracuse University College
of Law. Dedicated research support is available.
Fellows receive intensive supervision by the di-
rector, and participate in the director’s private
forensic consultation clinic. Fellows also col-
laborate with various law enforcement personnel
to assist with threat assessments and workplace
violence cases. Candidates must be eligible for
licensing or limited permit in New York State.

For information, please contact James L.
Knoll, M.D., IV, Director Forensic Psychiatry
Fellowship Program, SUNY-Upstate Medical
University, Department of Psychiatry, 750 E.
Adams Street, Syracuse, NY 13210, (315) 464-
3104, fax (315) 464-3141, email address
Knollj@upstate.edu.

PALO ALTO (BAY AREA) CALIFORNIA

Cash practice in the heart of Silicon Valley,
where paying potential is unparalleled. Lucra-
tive, negligible overheads. Bank ready to finance
80%. Would help thru transition x3 months.
Suboxone Therapy experience preferred. Con-
tact:650-562-3635 or b.bhushan@comcast.net

Midwest Lakes Region

Lucrative psychiatric practice - Office and 10-
bed hospital unit. Excellent guaranteed income
and cash flow...low overhead...Can include office
building and lake home.

Send applications and CVs to:
Box P-516, Psychiatric News
Attention: Lindsey Fox
American Psychiatric Association
1000 Wilson Blvd, Suite 1825
Arlington, VA 22209

S —

Luxury offices for rent. Park Ave & 58th St,
NY. New psychiatry suite in top quality build-
ing. Prices begin at $1935/month. Convenient
to 8 subway lines, Grand Central & Penn Sta-
tion. ParkAveSuites.com, director@
ParkAveSuites.com, 917-668-6700.

GLASSIFIEDS / pn.psychiatryonfing.ory



2 Pristig

desvenlafaxinel  Extended-Release Tablets

BRIEF SUMMARY. See package insert for full Prescribing Information. For further product information
and current package insert, please visit www.wyeth.com or call our medical communications
department toll-free at 1-800-934-5556.

WARNING Smc|dallty and Antidepressant Drugs
the risk to placebo of suicidal thinking and behawor

3 consecutive on-therapy visits. In clinical studies, regarding the proportion of patients with sustained
hypertension, the following rates were observed: placebo (0.5%), Pristiq 50 mg (1.3%), Pristiq 100 mg
(0.7%), Pristiq 200 mg (1.1%), and Pristiq 400 mg (2.3%). Analyses of patients in Pristiq controlled
studies who met criteria for sustained hypertension revealed a dose-dependent increase in the
proportion of patients who developed sustained hypertension. Abnormal Bleeding-SSRIs and SNRIs can
increase the risk of bleeding events. Concomitant use of aspirin, other drugs that affect platelet function,
nonsteroidal anti-inflammatory drugs, warfarin, and other anticoagulants can add to this risk. Bleeding
events related to SSRIs and SNRIs have ranged from ecchymosis, hematoma, epistaxis, and petechiae to
life-threatening hemorrhages. Patients should be cautioned about the risk of bleeding associated with the
concomitant use of Pristiq and NSAIDs, aspirin, or other drugs that affect coagulation or bleeding. Narrow-
angle Gl Mydriasis has been reported in association with Pristiq; therefore, patients with raised

(smcldallty) in children, adolescents, and young adults in short-term studies of Major Dep!
Disorder (MDD) and other psychiatric disorders. Anyone considering the use of Pristiq or any other
antidepressant in a child, adolescent, or young adult must balance this risk with the clinical need.
Short-term studies did not show an increase in the risk of suicidality with antidepressants
compared to placebo in adults beyond age 24; there was a in risk with

compared to placebo in adults aged 65 and older. Depression and certain other psychiatric
disorders are themselves associated with increases in the risk of suicide. Patients of all ages who
are started on antidepressant therapy should be monitored appropriately and observed closely for
clinical worsening, suicidality, or unusual changes in behavior. Families and caregivers should be
advised of the need for close observation and communication with the prescriber. Pristiq is not
approved for use in pediatric patients [see Warnings and Precautions (5.1), Use in Specific
Populations (8.4), and Patient Counseling Information (17.1 in the full prescribing information)].

INDICATIONS AND USAGE: Pristig, a selective serotonin and norepinephrine reuptake inhibitor (SNRI),

is indicated for the treatment of major depressive disorder (MDD).

CONTRAINDICATIONS: Hypersensitivity-Hypersensitivity to desvenlafaxine succinate, venlafaxine
hydrochloride or to any excipients in the Pristiq formulation. Monoamine Oxidase Inhibitors-Pristiq must
not be used concomitantly in patients taking monoamine oxidase inhibitors (MAQIs) or in patients who have
taken MAOIs within the preceding 14 days due to the risk of serious, sometimes fatal, drug interactions with
SNRI or SSRl treatment or with other serotonergic drugs. Based on the half-life of desvenlafaxine, at least 7
days should be allowed after stopping Pristiq before starting an MAOI [see Dosage and Administration (2.5)
in the full prescribing information].

WARNINGS AND PRECAUTIONS: Clinical Worsening and Suicide Risk-Patients with major depressive
disorder (MDD), both adult and pediatric, may experience worsening of their depression and/or the
emergence of suicidal ideation and behavior (suicidality) or unusual changes in behavior, whether or not
they are taking antidepressant medications, and this risk may persist until significant remission occurs.
Suicide is a known risk of depression and certain other psychiatric disorders, and these disorders
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
studies of antidepressant drugs (SSRIs and others) showed that these drugs increase the risk of suicidal
thinking and behavior (suicidality) in children, adolescents, and young adults (ages 18-24) with major
depressive disorder (MDD) and other psychiatric disorders. Short-term studies did not show an increase
in the risk of suicidality with antidepressants compared to placebo in adults beyond age 24; there was a
reduction with antidepressants compared to placebo in adults aged 65 and older. The pooled analyses of
placebo-controlled studies in children and with MDD, obsessive-compulsive disorder (OCD),
or other psychiatric disorders included a total of 24 short-term studies of 9 antidepressant drugs in over
4,400 patients. The pooled analyses of placebo-controlled studies in adults with MDD or other psychiatric
disorders included a total of 295 short-term studies (median duration of 2 months) of 11 antidepressant
drugs in over 77,000 patients. There was considerable variation in risk of suicidality among drugs, but a
tendency toward an increase in the younger patients for almost all drugs studied. There were differences
in absolute risk of suicidality across the different indications, with the highest incidence in MDD. The risk
differences (drug vs. placebo), however, were relatively stable within age strata and across indications.
These risk differences (drug-placebo difference in the number of cases of suicidality per 1000 patients
treated) are provided in Table 1 of the full prescribing information. No suicides occurred in any of the
pediatric studies. There were suicides in the adult studies, but the number was not sufficient to reach any
conclusion about drug effect on suicide. It is unknown whether the suicidality risk extends to longer-term
use, ie, beyond several months. However, there is substantial evidence from placebo-controlled
maintenance studies in adults with depression that the use of antidepressants can delay the recurrence of
depression. All patients being treated with antidepressants for any indication should be monitored
appropriately and observed closely for clinical worsening, suicidality, and unusual changes in
behavior, especially during the initial few months of a course of drug therapy, or at times of dose
changes, either increases or decreases. The following symptoms, anxiety, agitation, panic attacks,

insomnia, irritability, hostility, aggr ia (psychomotor restlessness),

hypomama 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 imp has not been 1, there is
concern that such symptoms may represent precursors to emerging suicidality. Consideration should be
given to changing the therapeutic regimen, including possibly discontinuing the medication, in patients
whose depression is persistently worse, or who are experiencing emergent suicidality or symptoms that
might be precursors to worsening depression or suicidality, especially if these symptoms are severe,
abrupt in onset, or were not part of the patient's presenting symptoms. If the decision has been made to
discontinue treatment, medication should be tapered, as rapidly as is feasible, but with recognition that
abrupt discontinuation can be associated with certain symptoms [see Warnings and Precautions (5.9) and
Dosage and Administration (2.3) in the full prescril for a ion of the risks of
discontinuation of Pristig]. Families and caregivers of patients being treated with antidepressants for major
depressive disorder or other indications, both psychiatric and nonpsychiatric, should be alerted about the
need to monitor patients for the emergence of agitation, irritability, unusual changes in behavior, and the
other symptoms described above, as well as the emergence of suicidality, and to report such symptoms
immediately to health care providers. Such monitoring should include daily observation by families and
caregivers. Prescriptions for Pristiq should be written for the smallest quantity of tablets consistent with
good patient management, in order to reduce the risk of overdose. Screening patients for bipolar disorder-
A major depressive episode may be the initial presentation of bipolar disorder. It is generally believed
(though not established in controlled studies) that treating such an episode with an antidepressant alone
may increase the likelihood of precipitation of a mixed/manic episode in patients at risk for bipolar disorder.
Whether any of the symptoms described above represent such a conversion is unknown. However, prior
to initiating treatment with an antidepressant, patients with depressive symptoms should be adequately
screened to determine if they are at risk for bipolar disorder; such screening should include a detailed
psychiatric hlslory, including a famlly history of suicide, bipolar dlsorder and depressmn It should be noted

intraocular pressure or those at risk of acute narrow-angle glaucoma (angle-closure glaucoma) should be
monitored. Activation of Mania/Hypomania-During all MDD and VMS (vasomotor symptoms) phase 2
and phase 3 studies, mania was reported for approximately 0.1% of patients treated with Pristiq. Activation
of mania/hypomania has also been reported in a small proportion of patients with major affective
disorder who were treated with other marketed antidepressants. As with all amldepressants Pristiq
should be used cautiously in patients with a hlstory or famlly history of mania or hypomania.
Disease-Caution is advised in administering Pristiq to patients with
cardiovascular, cerebrovascular, or lipid metabolism disorders [see Adverse Reactions (6.7)). Increases in
blood pressure and heart rate were observed in clinical studies with Pristiq. Pristiq has not been evaluated
systematically in patients with a recent history of myocardial infarction, unstable heart disease,
uncontrolled hypertension, or cerebrovascular disease. Patients with these diagnoses, except for

controlled clinical studies with doses of 50-400 mg, systolic orthostatic hypotension (decrease >30 mm Hg
from supine to standing position) occurred more frequently in patients >65 years of age receiving Pristiq
(8.0%, 7/87) versus placebo (2.5%, 1/40), compared to patients <65 years of age receiving Pristiq (0.9%,
18/1,937) versus placebo (0.7%, 8/1,218). Adverse Reactions Identified During Post-Approval Use-
The following adverse reaction has been identified during post-approval use of Pristiq. Because post-
approval 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: Skin and
subcutaneous tissue disorders — Angioedema. DRUG INTERACTIONS: Central Nervous System (CNS)-
Active Agents-The risk of using Pristiq in combination with other CNS-active drugs has not been
systematically evaluated. Consequently, caution is advised when Pristiq is taken in combination with other
CNS-active drugs [see Warnings and Precautions (5.13]. Monoamine Oxidase Inhibitors (MAOIs)-
Adverse reactions, some of which were serious, have been reported in patients who have recently been
discontinued from a monoamine oxidase inhibitor (MAOI) and started on antidepressants with
pharmacological properties similar to Pristiq (SNRIs or SSRIs), or who have recently had SNRI or SSRI
therapy discontinued prior to initiation of an MAOI [see Contraindications (4.2)). Serotonergic Drugs- Based
on the mechanism of action of Pristiq and the potential for serotonin syndrome, caution is advised when
Pristiq is coadministered with other drugs that may affect the serotonergic neurotransmitter systems [see
Warnings and Precautions (5.2)]. Drugs that Interfere with Hemostasis (eg, NSAIDs, Aspirin, and
Warfarin)- Serotonin release by platelets plays an important role in hemostasis. Epidemiological studies of
case-control and cohort design have demonstrated an association between use of psychotropic drugs that
interfere with serotonin reuptake and the occurrence of upper gastrointestinal bleeding. These studies have
also shown that concurrent use of an NSAID or aspirin may potentiate this risk of bleeding. Altered

cerebrovascular disease, were excluded from clinical studies. Serum ( and Trig!
Elevation-Dose-related elevations in fastmg serum total cholesterol, LDL (low-density Ilpoprotem)
cholesterol, and triglycerides were observed in the controlled studies. Measurement of serum lipids should
be considered during treatment with Pristiq [see Adverse Reactions (6.1)]. Discontinuation of Treatment
with Pristig- Discontinuation symptoms have been systematically and prospectively evaluated in patients
treated with Pristiq during clinical studies in major depressive disorder. Abrupt discontinuation or dose
reduction has been associated with the appearance of new symptoms that include dizziness, nausea,
headache, irritability, insomnia, diarrhea, anxiety, fatigue, abnormal dreams, and hyperhidrosis. In general,
discontinuation events occurred more frequently with longer duration of therapy. During marketing of
SNRIs (Serotonin and Norepinephrine Reuptake Inhibitors) and SSRIs (Selective Serotonin Reuptake
Inhibitors), there have been spontaneous reports of adverse events occurring upon discontinuation of these
drugs, particularly when abrupt, including the following: dysphoric mood, irritability, agitation, dizziness,
sensory disturbances (eg, paresthesia, such as electric shock sensations), anxiety, confusion, headache,
lethargy, emotional lability, insomnia, hypomania, tinnitus, and seizures. While these events are generally
self-limiting, there have been reports of serious discontinuation symptoms. Patients should be monitored
for these symptoms when discontinuing treatment with Pristig. A gradual reduction in the dose rather than
abrupt cessation is recommended whenever possible. If intolerable symptoms occur following a decrease
in the dose or upon discontinuation of treatment, then resuming the previously prescribed dose may be
considered. Subsequently, the physician may continue decreasing the dose, but at a more gradual rate [see
Dosage and Administration (2.4) and Adverse Reactions (6.1) in full prescribing information]. Renal
Impairment-In patients with moderate or severe renal impairment or end-stage renal disease (ESRD) the
clearance of Pristiq was decreased, thus prolonging the elimination half-life of the drug. As a result, there
were potentially clinically significant increases in exposures to Pristiq [see Clinical Pharmacology (12.6) in
full prescribing information]. Dosage adjustment (50 mg every other day) is necessary in patients with
severe renal impairment or ESRD. The doses should not be escalated in patients with moderate or severe
renal impairment or ESRD [see Dosage and Administration (2.2) in full prescribing information]. Seizure-
Cases of seizure have been reported in premarketing clinical studies with Pristig. Pristiq should be
prescribed with caution in patients with a seizure disorder. Hyponatremia- Hyponatremia can occur as a
result of treatment with SSRIs and SNRIs, including Pristig. In many cases, this hyponatremia appears to
be the result of the syndrome of inappropriate antidiuretic hormone secretion (SIADH). Elderly patients can
be at greater risk of developing hyponatremia with SSRIs and SNRIs. Also, patients taking diuretics or who
are otherwise volume depleted can be at greater risk [see Use in Specific Populations (8.5) and Clinical
Pharmacology (12.6) in full prescribing information]. Discontinuation of Pristiq should be considered in
patients with symptomatic hyponatremia and appropriate medical intervention should be instituted.
Coadministration of Drugs Containing Desvenlafaxine and Venlafaxine- Desvenlafaxine is the major
active metabolite of venlafaxine. Products containing desvenlafaxine and products containing venlafaxine
should not be used concomitantly with Pristig. Interstitial Lung Disease and Eosinophilic Pneumonia-
Interstitial lung disease and eosinophilic pneumonia associated with venlafaxine (the parent drug of Pristiq)
therapy have been rarely reported. The possibility of these adverse events should be considered in patients
treated with Pristiq who present with progressive dyspnea, cough, or chest discomfort. Such patients
should undergo a prompt medical evaluation, and discontinuation of Pristiq should be considered.
ADVERSE REACTIONS: Clinical Studies Experience: The most commonly observed adverse reactions in
Pristig-treated MDD patients in short-term fixed-dose studies (incidence >5% and at least twice the rate
of placebo in the 50- or 100-mg dose groups) were nausea, dizziness, insomnia, hyperhidrosis,
constipation, somnolence, decreased appetite, anxiety, and specific male sexual function disorders.
Adverse reactions reported as reasons for discontinuation of treatment- The most common adverse
reactions leading to discontinuation in at least 2% of the Pristig-treated patients in the short-term studies,
up to 8 weeks, were nausea (4%); dizziness, headache and vomiting (2% each); in the long-term study,
up to 9 months, the most common was vomiting (2%). Common adverse reactions in placebo-controlled
MDD studies- Table 3 in full PI shows the incidence of common adverse reactions that occurred in >2%
of Pristiq-treated MDD patients at any dose in the 8-week, placebo-controlled, fixed-dose, premarketing
clinical studies. In general, the adverse reactions were most frequent in the first week of treatment. Cardiac
disorders: Palpitations, Tachycardia, Blood pressure increased; Gastrointestinal disorders: Nausea, Dry
mouth, Diarrhea, Constipation, Vomiting; General disorders and administration site conditions: Fatigue,
Chills, Feeling jittery, Asthenia; Metabolism and nutrition disorders: Decreased appetite, weight decreased;
Nervous system disorders: Dizziness, Somnolence, Headache, Tremor, Paraesthesia, Disturbance in
attention; Psychiatric Disorders: Insomnia, Anxiety, Nervousness, Irritability, Abnormal dreams; Renal and
urinary disorders: Urinary hesitation; Respiratory, thoracic, and mediastinal disorders: Yawning; Skin and
subcutaneous tissue disorders: Hyperhidrosis, Rash; Special Senses: Vision blurred; Mydriasis, Tinnitus,
Dysgeusia; Vascular Disorders: Hot flush. Sexual function adverse reactions-Table 4 shows the |n0|dence
of sexual function adverse reactions that occurred in >2% of Pristiq-treated MDD patients in any fixed-
dose group (8-week, placebo-controlled, fixed and flexible-dose, premarketing clinical studies). Men Only:
Anorgasmia, Libido decreased, Orgasm abnormal, Ejaculation delayed, Erectile dysfunction, Ejaculation
disorder, Ejaculation failure, Sexual dysfunction; Women Only: Anorgasmia; Other adverse reactions
observed in premarketing clinical studies: Other infrequent adverse reactions occurring at an incidence of
<2% in MDD patients treated with Pristiq were: Immune system disorders — Hypersensitivity.
Investigations — Weight increased, liver function test abnormal, blood prolactin increased. Nervous system
disorders — Convulsion, syncope, extrapyramidal disorder. and ive tissue
disorders — Musculoskeletal stiffness. Psychiatric disorders — Depersonalization, hypomania. Respiratory,

that Pristiq is not approved for use in treating bipolar dep! or p

Malignant Syndrome (NMS)-like Reactions- The development of a potentially In‘e -threatening serotonin
syndrome or Neuroleptic Malignant Syndrome (NMS)-like reactions have been reported with SNRIs and
SSRIs alone, including Pristiq treatment, but particularly with concomitant use of serotonergic drugs
(including triptans), with drugs that impair metabolism of serotonin (including MAQIs), or with
antipsychotics or other dopamine antagonists. Serotonin syndrome symptoms may include mental status
changes (eg, agitation, hallucinations, coma), autonomic instability (eg, tachycardia, labile blood pressure,
hyperthermia), neuromuscular aberrations (eg, hyperreflexia, incoordination) and/or gastrointestinal
symptoms (eg, nausea, vomiting, diarrhea). Serotonin syndrome in its most severe form can resemble
neuroleptic malignant syndrome, which includes hyperthermia, muscle rigidity, autonomic instability with
possible rapid fluctuation of vital signs, and mental status changes. Patients should be monitored for the
emergence of serotonin syndrome or NMS-like signs and symptoms. The concomitant use of Pristiq with
MAOIs intended to treat depression is contraindicated [see Contraindications (4.2)). If concomitant
treatment of Pristiq with a 5-hydroxytryptamine receptor agonist (triptan) is clinically warranted, careful
observation of the patient is advised, particularly during treatment initiation and dose increases. The
concomitant use of Pristiq with serotonin precursors (such as tryptophan) is not recommended. Treatment
with Pristiq and any concomitant serotonergic or antidopaminergic agents, including antipsychotics, should
be discontinued immediately if the above events occur, and supportive symptomatic treatment should be
initiated. Elevated Blood Pressure- Patients receiving Pristiq should have regular monitoring of blood
pressure since dose-dependent increases were observed in clinical studies. Pre-existing hypertension
should be controlled before initiating treatment with Pristiq. Caution should be exercised in treating
patients with pre-existing hypertension or other underlying conditions that might be compromised by
increases in blood pressure. Cases of elevated blood pressure requiring immediate treatment have been
reported with Pristiq. Sustained hypertension- Sustained blood pressure increases could have adverse
consequences. For patients who experience a sustained increase in blood pressure while receiving Pristiq,
either dose reduction or discontinuation should be considered [see Adverse Reactions (6.1)]. Treatment
with Pristiq in controlled studies was associated with sustained hypertension, defined as treatment-
emergent supine diastolic blood pressure (SDBP) =90 mm Hg and >10 mm Hg above baseline for

thoracic and — Epistaxis. Vascular di — Orthostatic hyy ion. In clinical
studies, there were uncommon reports of ischemic cardiac adverse events, including myocardial i

anti effects, including increased bleeding, have been reported when SSRIs and SNRIs are
coadministered with warfarin. Patients receiving warfarin therapy should be carefully monitored when
Pristiq is initiated or discontinued. Ethanol- A clinical study has shown that desvenlafaxine does not
increase the impairment of mental and motor skills caused by ethanol. However, as with all CNS-active
drugs, patients should be advised to avoid alcohol consumption while taking Pristiq. Potential for Other
Drugs to Affect Desvenlafaxine-Inhibitors of CYP3A4 (ketoconazole)- CYP3A4 is a minor pathway for the
metabolism of Pristig. Concomitant use of Pristiq with potent inhibitors of CYP3A4 may result in higher
concentrations of Pristiq. Inhibitors of other CYP enzymes- Based on in vifro data, drugs that inhibit CYP
isozymes 1A1, 1A2, 2A6, 2D6, 2C8, 2C9, 2C19, and 2E1 are not expected to have significant impact on the
pharmacokinetic profile of Pristiq. Potential for Desvenlafaxine to Affect Other Drugs- Drugs metabolized
by CYP2D6 (desipramine)- /n vitro studies showed minimal inhibitory effect of desvenlafaxine on CYP2D6.
Clinical studies have shown that desvenlafaxine does not have a clinically relevant effect on CYP2D6
metabolism at the dose of 100 mg daily. Concomitant use of desvenlafaxine with a drug metabolized by
CYP2D6 can result in higher concentrations of that drug. Drugs metabolized by CYP3A4 (midazolam)- /n
vitro, desvenlafaxine does not inhibit or induce the CYP3A4 isozyme. Concomitant use of Pristiq with a drug
metabolized by CYP3A4 can result in lower exposures to that drug. Drugs metabolized by CYP1A2, 2A6, 2C8.
2C9 and 2C19- In vitro, desvenlafaxine does not inhibit CYP1A2, 2A6, 2C8, 2C9, and 2C19 isozymes and
would not be expected to affect the pharmacokinetics of drugs that are metabolized by these CYP isozymes.
P-glycoprotein Transporter- /n vitro, desvenlafaxine is not a substrate or an inhibitor for the P-glycoprotein
transporter. The pharmacokinetics of Pristiq are unlikely to be affected by drugs that inhibit the P-
glycoprotein transporter, and desvenlafaxine is not likely to affect the pharmacokinetics of drugs that are
substrates of the P-glycoprotein transporter. Electroconvulsive Therapy- There are no clinical data
establishing the risks and/or benefits of electroconvulsive therapy combined with Pristiq treatment. USE
IN SPECIFIC POPULATIONS: Pregnancy- Patients should be advised to notify their physician if they become
pregnant or intend to become pregnant during therapy. Teratogenic effects— Pregnancy Category C- There
are no adequate and well-controlled studies of Pristiq in pregnant women. Therefore, Pristiq should be used
during pregnancy only if the potential benefits justify the potential risks. Non-teratogenic effects- Neonates
exposed to SNRIs (Serotonin and Norepinephrine Reuptake Inhibitors), or SSRIs (Selective Serotonin
Reuptake Inhibitors), late in the third trimester have developed complications requiring prolonged
hospitalization, respiratory support, and tube feeding. Such complications can arise immediately upon
delivery. Reported clinical findings have included respiratory distress, cyanosis, apnea, seizures,
temperature instability, feeding difficulty, vomiting, hypoglycemia, hypotonia, hypertonia, hyperreflexia,
tremor, jitteriness, irritability, and constant crying. These features are consistent with either a direct toxic
effect of SSRIs and SNRIs or, possibly, a drug discontinuation syndrome. It should be noted that, in some
cases, the clinical picture is consistent with serotonin syndrome [see Warnings and Precautions (5.2)). When
treating a pregnant woman with Pristiq during the third trimester, the physician should carefully consider the
potential risks and benefits of treatment [see Dosage and Administration (2.2)]. Labor and Delivery- The
effect of Pristiq on labor and delivery in humans is unknown. Pristiq should be used during labor and delivery
only if the potential benefits justify the potential risks. Nursing Mothers- Desvenlafaxine
(0-desmethylvenlafaxine) is excreted in human milk. Because of the potential for serious adverse reactions
in nursing infants from Pristiq, a decision should be made whether or not to discontinue nursing or to
discontinue the drug, taking into account the importance of the drug to the mother. Only administer Pristiq
to breastfeeding women if the expected benefits outweigh any possible risk. Pediatric Use- Safety and
effectiveness in the pediatric population have not been established [see Box Warning and Warnings and
Precautions (5.1)). Anyone considering the use of Pristiq in a child or adolescent must balance the potential
risks with the clinical need. Geriatric Use- Of the 3,292 patients in clinical studies with Pristiq, 5% were 65
years of age or older. No overall differences in safety or efficacy were observed between these patients and
younger patients; however, in the short-term, placebo-controlled studies, there was a higher incidence of
systolic orthostatic hypotension in patients >65 years of age compared to patients <65 years of age treated
with Pristiq [see Adverse Reactions (6)]. For elderly patients, possible reduced renal clearance of
desvenlafaxine should be considered when determining dose [see Dosage and Administration (2.2) and
Clinical Pharmacology (12.6)). If Pristiq is poorly tolerated, every other day dosing can be considered. SSRIs
and SNRIs, including Pristig, have been associated with cases of clinically significant hyponatremia in elderly
patients, who may be at greater risk for this adverse event [see Warnings and Precautions (5.12)]. Greater
sensitivity of some older individuals cannot be ruled out. Renal Impairment- In subjects with renal
impairment the clearance of Pristiq was decreased. In subjects with severe renal impairment (24-hr CrCl
< 30 mL/min) and end-stage renal disease, elimination half-lives were significantly prolonged, increasing
exposures to Pristiq; therefore, dosage adjustment is recommended in these patients [see Dosage and
Administration (2.2) and Clinical Pharmacology (12.6) in the full prescribing information). Hepatic
Impairment- The mean t,,, changed from approximately 10 hours in healthy subjects and subjects with mild
hepatic impairment to 13 and 14 hours in moderate and severe hepatic impairment, respectively. The
recommended dose in patients with hepatic impairment is 50 mg/day. Dose escalation above 100 mg/day
is not recommended [see Clinical Pharmacology (12.6)].

OVERDOSAGE: Human Experience with Overdosage- There is limited clinical experience with
desvenlafaxine succinate overdosage in humans. In premarketing clinical studies, no cases of fatal acute
overdose of desvenlafaxine were reported. The adverse reactions reported within 5 days of an overdose
>600 mg that were possibly related to Pristiq included headache, vomiting, agitation, dizziness, nausea,
constipation, diarrhea, dry mouth, paresthesia, and tachycardia. Desvenlafaxine (Pristiq) is the major active
metabolite of venlafaxine. Overdose ience reported with ine (the parent drug of Pristig) is
presented below; the identical information can be found in the O1 ge section of the ine package

myocardial infarction, and coronary occlusion requiring revascularization; these patients had multiple
underlying cardiac risk factors. More patients experienced these events during Pristiq treatment as
compared to placebo [see Warnings and Precautions (5.7)). Discontinuation events-Adverse events reported
in association with abrupt discontinuation, dose reduction or tapering of treatment in MDD clinical studies
at a rate of >5% include dizziness, nausea, headache, irritability, insomnia, diarrhea, anxiety, abnormal
dreams, fatigue, and hyperhidrosis. In general, discontinuation events occurred more frequently with longer
duration of therapy [see Dosage and Administration (2.4) and Warnings and Precautions (5.9) in full
pre ion]. Laboratory, ECG and vital sign changes observed in MDD clinical studies-The
following changes were observed in placebo-controlled, short-term, premarketing MDD studies with Pristiq.
Lipids-Elevations in fasting serum total cholesterol, LDL (low-density lipoprotein) cholesterol, and
triglycerides occurred in the controlled studies. Some of these abnormalities were considered potentially
clinically significant [see Warnings and Precautions (5.8)]. Proteinuria-Proteinuria, greater than or equal to
trace, was observed in the fixed-dose controlled studies (see Table 6 in full prescribing information). This
proteinuria was not associated with increases in BUN or creatinine and was generally transient. ECG
changes-Electrocardiograms were obtained from 1,492 Pristig-treated patients with major depressive
disorder and 984 placebo-treated patients in clinical studies lasting up to 8 weeks. No clinically relevant
differences were observed between Pristig-treated and placebo-treated patients for QT, QTc, PR, and QRS
intervals. In a thorough QTc study with prospectively determined criteria, desvenlafaxine did not cause QT
prolongation. No difference was observed between placebo and desvenlafaxine treatments for the QRS
interval. Vital sign changes-Table 7 summarizes the changes that were observed in placebo-controlled,
short-term, premarketing studies with Pristiq in patients with MDD (doses 50 to 400 mg). Relative to
placebo, Pristiq was associated with mean increase of up to 2.1 mm Hg in systolic blood pressure, 2.3 mm
Hg in diastolic blood pressure, and 4.1 bpm with supine pulse. At the final on-therapy assessment in the
6-month, double-blind, placebo-controlled phase of a long-term study in patients who had responded to
Pristiq during the initial 12-week, open-label phase, there was no statistical difference in mean weight gain
between Pristiq- and placebo-treated patients. Orthostatic hypotension- In the short-term, placebo-

insert. In p ing experience, overdose with venlafaxine (the parent drug of Pristiq) has occurred
predominantly in combination with alcohol and/or other drugs. The most commonly reported events in
overdosage include tachycardia, changes in level of consciousness (ranging from somnolence to coma),
mydriasis, seizures, and vomiting. Electrocardiogram changes (eg, prolongation of QT interval, bundle branch
block, QRS prolongation), sinus and ventricular tachycardia, bradycardia, hypotension, rhabdomyolysis, vertigo,
liver necrosis, serotonin syndrome, and death have been reported. Published retrospective studies report that
venlafaxine overdosage may be associated with an increased risk of fatal outcomes compared to that observed
with SSRI antidepressant products, but lower than that for tricyclic antidepressants. Epidemiological studies
have shown that venlafaxine-treated patients have a higher pre-existing burden of suicide risk factors than
SSRI-treated patients. The extent to which the finding of an increased risk of fatal outcomes can be attributed
to the toxicity of venlafaxine in overdosage, as opposed to some characteristic(s) of venlafaxine-treated
patients, is not clear. Prescriptions for Pristiq should be written for the smallest quantity of tablets consistent
with good patient management, in order to reduce the risk of overdose. Management of Overdosage-
Treatment should consist of those general measures employed in the management of overdosage with any
SSRI/SNRI. Ensure an adequate airway, oxygenation, and ventilation. Monitor cardiac rhythm and vital signs.
General supportive and symptomatic measures are also recommended. Gastric lavage with a large-bore
orogastric tube with appropriate airway protection, if needed, may be indicated if performed soon after
ingestion or in symptomatic patients. Activated charcoal should be administered. Induction of emesis is not
recommended. Because of the moderate volume of distribution of this drug, forced diuresis, dialysis,
hemoperfusion, and exchange transfusion are unlikely to be of benefit. No specific antidotes for desvenlafaxine
are known. In managing an overdose, consider the possibility of multiple drug involvement. The physician
should consider contacting a poison control center for additional information on the treatment of any overdose.
Telephone numbers for certified poison control centers are listed in the Physicians Desk Reference (PDR®).

This brief summary is based on Pristiq Prescribing Information W10529C009, revised September 2009.
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FOR MAJOR DEPRESSIVE DISORDER

Help your patients BN EIURDIATETCRTILY

Important Treatment Considerations for PRISTIQ
PRISTIQ is indicated for the treatment of major depressive disorder in adults.

WARNING: SUICIDALITY AND ANTIDEPRESSANT DRUGS

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

Contraindications

* PRISTIQ is contraindicated in patients with a known hypersensitivity to PRISTIQ
or venlafaxine.

* PRISTIQ must not be used concomitantly with an MAOI or within 14 days
of stopping an MAOI. Allow 7 days after stopping PRISTIQ before starting an MAOI.

Warnings and Precautions

* All patients treated with antidepressants should be monitored appropriately and
observed closely for clinical worsening, suicidality, and unusual changes in
hehavior, especially during the first few months of treatment and when changing
the dose. Consider changing the therapeutic regimen, including possibly
discontinuing the medication, in patients whose depression is persistently worse or
includes symptoms of anxiety, agitation, panic attacks, insomnia, irritability, hostility,
aggressiveness, impulsivity, akathisia, hypomania, mania, or suicidality that are
severe, abrupt in onset, or were not part of the patient’s presenting symptoms.
Families and caregivers of patients being treated with antidepressants should be
alerted about the need to monitor patients.

* Development of a potentially life-threatening serotonin syndrome or Neuroleptic
Malignant Syndrome-like reactions have been reported with SNRIs and SSRIs
alone, including PRISTIQ treatment, but particularly with concomitant use of
serotonergic drugs, including triptans, with drugs that impair the metabolism of
serotonin (including MAOIs), or with antipsychotics or other dopamine antagonists.
If concomitant use with a triptan is clinically warranted, careful observation of the
patient is advised, particularly during treatment initiation and dose increases.
Concomitant use of PRISTIQ with serotonin precursors is not recommended.

* Patients receiving PRISTIQ should have regular monitoring of blood pressure since
increases in blood pressure were observed in clinical studies. Pre-existing
hypertension should be controlled before starting PRISTIQ. Caution should be
exercised in treating patients with pre-existing hypertension or other underlying
conditions that might be compromised by increases in blood pressure. Cases of
elevated blood pressure requiring immediate treatment have been reported. For
patients who experience a sustained increase in blood pressure, either dose
reduction or discontinuation should be considered.

proven SNRI therapy

It’s not just about starting your adult patients
with MDD on therapy; it’s about helping them
toward their treatment goals. Patients should
be periodically reassessed to determine the
need for continued treatment.’

PRISTIQ 50 mg:

« SNRI therapy with efficacy proven in 8-week clinical studies

* Discontinuation rate due to adverse events comparable to
placebo in 8-week clinical studies

* One recommended therapeutic dose from the start'

desvenlafaxin
_ lhinh begond starl”
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* SSRIs and SNRIs, including PRISTIQ, may increase the risk of bleeding events.
Conhcomitﬁnt use of aspirin, NSAIDs, warfarin, and other anticoagulants may add
to this risk.

» Mydriasis has been reported in association with PRISTIQ; therefore, patients with
raised intraocular pressure or those at risk of acute narrow-angle glaucoma
(angle-closure glaucoma) should be monitored.

* PRISTIQ is not approved for use in bipolar depression. Prior to initiating treatment
with an antidepressant, patients should be adequately screened to determine the
risk of bipolar disorder.

* As with all antidepressants, PRISTIQ should be used cautiously in patients with a
history or family history of mania or hypomania, or with a history of seizure disorder.

» Caution is advised in administering PRISTIQ to patients with cardiovascular,
cerebrovascular, or lipid metabolism disorders. Increases in blood pressure and
small increases in heart rate were observed in clinical studies with PRISTIQ.
PRISTIQ has not been evaluated systematically in patients with a recent history of
myocardial infarction, unstable heart disease, uncontrolled hypertension, or
cerebrovascular disease.

* Dose-related elevations in fasting serum total cholesterol, LDL (low density
lipoprotein) cholesterol, and triglycerides were observed in clinical studies.
Measurement of serum lipids should be considered during PRISTIQ treatment.

¢ On discontinuation, adverse events, some of which may be serious, have been
reported with PRISTIQ and other SSRIs and SNRIs. Abrupt discontinuation of
PRISTIQ has been associated with the appearance of new symptoms. Patients
should be monitored for symptoms when discontinuing treatment. A gradual
reduction in dose rather than abrupt cessation is recommended whenever possible.

* The recommended dose in patients with severe renal impairment or end-stage
renal disease (ESRD) is 50 mg every other day. The dose should not be escalated
in patients with moderate or severe renal impairment or ESRD.

* Products containing desvenlafaxine and products containing venlafaxine should
not be used concomitantly with PRISTIQ.

* Hyponatremia may occur as a result of treatment with SSRIs and SNRIs, including
PRISTIQ. Discontinuation of PRISTIQ should be considered in patients with
symptomatic hyponatremia.

* Interstitial lung disease and eosinophilic pneumonia associated with venlafaxine
(the parent drug of PRISTIQ) therapy have been rarely reported.

Adverse Reactions

* The most commonly observed adverse reactions in patients taking PRISTIQ vs
placebo for MDD in short-term fixed-dose premarketing studies (incidence >5%
and >2x the rate of placebo in the 50-mg dose group) were nausea (22% vs 10%),
dizziness (13% vs 5%), hyperhidrosis (10% vs 4%), constipation (9% vs 4%),
and decreased appetite (5% vs 2%).

Reference: 1. Pristiq® (desvenlafaxine) Prescribing Information, Wyeth Pharmaceuticals Inc.

Please see brief summary of Prescribing Information on adjacent page.
For more information on PRISTIQ, please visit www.PristigHCP.com.
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