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Welcome to CRU NOTES!T

Welcome to the monthly newsletter of the Clinical Research Unit (CRU) of Central Regional
Hospital (CRH). The CRU is a joint venture of the University of North Carolina at Chapel Hill’s
Department of Psychiatry and CRH. Currently, we are located in the Edgerton Building on the
CRH: Raleigh Campus. We are hopeful that our newsletter will serve to keep everyone posted

on our current studies and provide a glimpse at the frontiers of psychiatric research. Enjoy!!

Something Interesting in the Literaturell

Hello AIIT In the September issue of Current Psychiatry, Dr. Nasrallah (Editor-in-Chief of the
journal) writes about a potential, impending, paradigm shift regarding the use of clozapine.
The concluding statement is open to debate. We thought we’d include highlights of this
editorial as it is highly relevant to the treatment of our patients. ENJOYT

Paradigms shift rapidly in antipsychotic treatment
Henry A. Nasrallah, MD

Old paradigm: Clozapine is ‘last resort” Let’s take 1988 as a starting point. That’s when clozapine
was “resurrected” as the only drug with proven efficacy in refractory schizophrenia (2) However,
because of its potentially fatal side effect (agranulocytosis), clozapine was designated as an abso-~
lute last-resort (and) was stigmatized for its many other side effects ((e.g.) serious metabolic com~
plications).

In the 1990s, several more-tolerable second-generation antipsychotics (SGAs) modeled after the
clozapine receptor-binding paradigm with “broader efficacy” were launched. Then in 2000, the
field was jolted by a meta-~analysis claiming that SGAs are not superior to FGAs(3) The 5-year
Clinical Antipsychotic Trials of Intervention Effectiveness (CATIE) study confirmed that FGA and
SGA discontinuation rates were not different, (4) (suggesting that) clozapine’s superior efficacy to
FGAs also extended to SGAs.

Emerging research into neuroplasticity and neurogenesis later indicated that SGAs (but NOT FGAs)
are neuroprotective(5) SGAs appeared to have repaired their tarnished image but still suffered
from the fact that several are associated with metabolic syndrome risk factors,(6)which are linked
to early mortality.

New paradigm: Clozapine should be ‘“first-line’: Then a report by Ray et al(7) showing a signifi~
cant increase in sudden cardiac death associated with both FGAs and SGAs appeared in January
2009....But in July 2009, a massive 11-year study by Tiihonen et al (8) of 66,881 schizophrenia
patients in Finland introduced yet another paradigm shift. It strongly suggested that clozapine was
the safest antipsychotic, with the lowest mortality from all causes compared with any FGA or SGA,
and that it should be considered as first-line treatment! That study also reported that mortality in
antipsychotic-treated patients was lower than in untreated ones, which neutralized the cardiac
death findings of Ray et al.

The greatest paradigm shift from the Tithonen et al (8) study is the stunning conclusion that
clozapine should be a first-line antipsychotic, not a last resort for refractory patients. Clozapine
has not only the highest efficacy (a very important outcome measure) but also the lowest mortality
(death is the most important outcome measure in medicine!). Not a single practice guideline has
ever recommended clozapine as first-line. It is puzzling why the obesity, hyperglycemia, and hy-
perlipidemia observed with clozapine do not increase mortality. The low suicide rate with clozap-~
ine is not surprising, however, because clozapine received FDA approval for the treatment of sui-~
cidality in schizophrenia based on the InterSePT study.(9)

The bottom line: Evidence-based research leads to paradigm shifts in treatment that can shatter
clinical dogmas. Stay tuned; ongoing psychiatric research will certainly generate new paradigms,
and our patients will be better for it.

For References; see this link: http://www.currentpsychiatry.com/article_pages.asp?AID=7832
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ALL ARE WELCOMET

CRUISE Sessions are currently
scheduled for the 1st Thursday
and are CME eligible!

Location:
Raleigh Campus:
Terry Stelle Conference Room

Butner Campus:
M3016 Conference Room
via teleconference

Speaker suggestions can be
forwarded to Dr. Rau @:
shane_rau@med.unc.edu
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CURRENT STUDY HIGHLIGHTT

We are currently conducting a number of studies through the Clinical Research Unit, both inpatient and
outpatient. We also help UNC-Chapel Hill investigators with recruitment for their studies. Once such study is
highlighted below! While subjects are involved in our studies they receive study medications and psychiatric

treatment at the CRU free of charge. In addition, all of our studies provide reimbursement for the subject’s

time. Below are brief descriptions of our current studies. If you have patients who may qualify for or be
interested in study participation, please do not hesitate to contact us!! (919-733-5227).

ArreTiTE DYsrecuLATION WiTH ANTIPSYcHOTIC TREATMENT

Research....

COoOoLmn Why are we conducting this study?

We want to understand why certain psychiatric medications cause weight gain. Based on earlier
studies in patients using these medications, we believe the medications may increass appetite andior
change the rate at which the body bums calories for energy {i.e., resting metaboliam). This study will
help us underztand if the medications affect resting metabolism and key hormones that tumn appetite
on and off throughout the day.

Who is eligible to participate in this study?
FPatientz, ages 18 to 40, who recently staried taking one of the following four medicationsa:
1. Zyprexa (olanzaping) 3. Geodon (Ziprazidone)
2. Risperdal (risperidons) 4. Abilfy (aripiprazole)

What is involved in this study?

4 visits to UNC Hospital's General Clinical Research Center spread out over a period of
approximately 5 months.

a. Screening Visit, Al this visit we will verfy your eligibility fo be a participant. ou will be
interviewed about medical history, mest with the study distician to discuss your eating
hakits, and complate screening labs.

. Baseline Visit. Thiz visit will last 1%z davs. You will check in o the Research Center {main
IUMC hospital) arcund 24 M. and stay until approximately 2 P.M. the next day. During this
fime you will ke askad to eat meals and beverages provided by the ressarch kitchen and
you will complete several questionnaires. ou will underge testing to evaluate your resfing
metabalizm and % body fat, and to measzure the response of your appetite hormones to a
meal. This will involve having your blood drawn at varicus time points over a period of 4
hours. You may elect to have a friend or family member stay with you during this visit.

ADAPT STUDY

c. 2-month Visit. You will repeat the same procedures descrbed for the Bazsling visit.
d. 4-month Visit. You will repeat the same procedures descrbed for the Bazsling visit.

How will | be compensated for my time?

You may receive up to $650.00 for completing the study. If vou begin but are unable to complete
the study, you will receive partial payment. You will also receive free parking during study visits, if
needead.

Who should | contact for more information?
Fleaze contact Brenda Pearson, study coordinator, at (319) 842-8084 and mention the ADAPT
study.

DON’T FORGET OUR OTHER CURRENT STUDIES!!

OTS (Oxytocin Treatment of Schizophrenia)

MAPS (UNC/DUKE Research Study on Money Management for People with Psychiatric Disabilities and their
Families)

STUDIES ON THE HORIZONT!
TOPS (Mifepristone for MDD w/ Psychosis)

IMAGE (Differential effects of invega and risperidone on brain metabolism)
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A Moment of Gratitude...Healthcare Technicians

You know, when I actually sit down and really think about why I love my job, and what I'm most thankful for, I think
of my appreciation for the few male technicians that we have on our unit; not just anyone could make it here on this
estrogen run unit and live to tell about it.

The guys here roll with the punches; always willing to go above
and beyond the call of duty, even if it includes going to pick up lunch, breakfast, or whatever else we may need. Our
guys are very kind and wonderful with our patients; they play pool, basketball, video games, take them on outings,
etc. The majority of our patients tend to be male, and with the majority of staff being
female, we feel lucky to be able to provide them with a male connection that would otherwise not exist.
To be completely honest they are just wonderful to have around. They provide a calmness and balance on the unit;
they are our gentle giants. I love all the guys here on our unit (and the girls too), we couldn’t do it without them!T

~Diane Cortopassi, Healthcare Technician

21st Annual PLUS THE NAMI NC @rmtwrts

15t ANNUAL 10K
Walk for RUN FOR HOPE Annual (Y L
Hope Conference
October 11, 2009 October 16-17, 2009
Research * Treatment » Hope Rfil,lelgh;y NC MCKimmOYl Center, The At ;r/r'.ﬁiv’ing with Mental Hiness

Raleigh NC
1st Annual 10k Run for Hope 8
For more information, visit:

For more information, visit: ;
WWW.namine.org

www.walkforhope.com
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Social Work...Helpful Tips

I received this several years ago and have somehow continued to hold on to it.
Hopefully some part of it resonates with each of you!

It applies to many, not just social workers! Cheers!

Being a Social Worker Means

You will never be bored.
You will sometimes be frustrated.

You will be surrounded by challenges; so much to do and so little time.
You will carry immense responsibility and very little authority.
You will step into people’s lives and you will make a difference.
Some will thank you and some will shun you.

You will see people at their worst and at their best.

You will never cease to be amazed at people’s capacity for love, courage, and endurance.
You will see life begin and end.

You will experience resounding triumphs and devastating failures.
You will cry a lot.

You will laugh a lot.

You will know what it means to be human and humane.

~Author Unknown

Shannon Wallace, MSW, P-LCSW




Clinical Upcoming CRUISE Series Schedule

UNC (g Research
B o Unit Month/Year Presenter Title
Central Regional Hospital October 2009 Shane Rau, MD, PhD Antipsychotics and Metabolic
Raleigh Campus Syndrome
360151‘11%;1"?103 B‘%ﬂdlgg t November 2009  Natalie Sadler, MD TBA
ail Service Center
Raleigh, NC 27699-3601 December 2009 TBA TBA
T
Phone: 919-733-5227 CRU NEW ADDITIONIN
Fax: 919-733-5869 1 . : lcomi ) 1LC
E-mail: shane_rau@med.unc.edu FPlease assist me in welcoming i ¥ :
~ Anneliese Lichtenstein to our CRU family! - .
The Clinical Research Unit (CRU), located | Anneliese will be working as study coordinator, mé ; by
in the Edgerton Building of Central aiding Kelly Moore in our research department.
Regional Hospital’s Raleigh Campus, serves Please make her feel welcomed! :

as an inpatient and outpatient psychiatric
research facility.

Established in 1975, the CRU is affiliated
with the University of North Carolina at
Chapel Hill, Department of
Psychiatry. Research at CRU is carried out
by a multidisciplinary team of professional o

staff and is supported by funding from the Physicians
National Institut;s of Health, foundat.ions, John Gilmore, M.D.,
the pharmaceutical industry, and private Vice Chair of Research and Scientific Affairs, UNC-CH, Psychiatry
philanthropy. Shane W. Rau, M.D., Ph.D.
Qur mission is to provide the hlghest level Clinical Director, Cli%’lic.al Resecarch Unit
of care while also advancing knowledge Kayvon Salimi, M.D.
. . R Associate Director, CRU
and understanding in order to improve the
quality of life for each individual, family
member, and loved one affected by mental
illness.
For more information about the studies at
the CRH- Raleigh Campus CRU, please
contact Kelly Moore at 919-733-5227.

MENTAL HEALTH

AWARENESS WEEK
October 4th-~10th, 2009

Study Coordinators

Kelly Moore, MA, Central Study Coordinator
Anneliese Lichtenstein, Study Coordinator

Nursing Staff

Kathy Jones, RN, Nurse Manager
Joy Atkins, RN Beverly Mills, RN Judy Shelly, RN
Diane McGill, RN Kimberly Ragland, RN Sylvester Washington, RN
Carmela Di Maio, RN Evelyn Wilson, LPN

Social Work Services

www.psychiatry.unc.edu/
psychoticdisorders/research/cru

Shannon Wallace, MSW, P-LCSW

Health Care Technicians

September Birthdays

09/06 Eva Wilson
09/15 Kelly Moore
09/15 Elizabeth Southerland

Diane Cortopassi, HCT =~ Ramon Acosta, HCT Il  Jameta Thomas, HCT
Kanayo Okoye, HCT ~ Derrick Gee, HCT =~ Michael Barnes, HCT II
Usha Shankar, HCT ~ Reggie Rogers, HCT ~ Greg English, HCT

<~mBRO-HOm=R~O C=O

09/15 Frances Bryant Frances Bryant, HCT
09/17 Ramon Acosta .. .

09/18 Diane Cortopassi Administrative Support
09/22 Kayvon Salimi

Rachel Page, OA-III

SEND US YOUR STUFFI:
We want to make this a collaborative effort!! Feel free to send us topics of interest, announcements of research
endeavors, suggestions for projects, etc. We can tell each other good news this way, share ideas, share concerns,
educate each other. EVERYONE has something to teach, tell, suggest. Please send me your bits of info to includell
Send me an e-mail (shane_rau@med.unc.edu), catch me in the hallway, leave a message with the unit
(919-733-5227), whatever is easiest for youll THANKS FOR READING!




