


➤ AIDS  #1
OVERVIEW: This re s e a rch study is
designed to learn whether diffe rent anti-
HIV medication (“HAART”) combina-
tions work equally well in part i c i p a n t s
who have never ta ken anti-HIV medica-
tions befo re.  The re s e a rch study will
also look at how easy the medications
a re to ta ke and their side effects.  Each
p a rticipant will be randomly assigned,
l i ke a flip of a coin, to one of fo u r
groups (called “Arms”).  Pa rticipants in
each group will ta ke a diffe rent set of
anti-HIV medications.  The medications
used in this re s e a rch study are all com-
monly used, FDA- a p p roved, anti-HIV
medicines.  All medicines used in th i s
re s e a rch study are supplied at no cost to
p a rt i c i p a n t s .
CRITERIA: Pa rticipants must be an HIV-
p o s i t i ve person, 16 years of age or older,
who has never ta ken anti-HIV medica-
tions befo re (th e re are a few exc e p t i o n s
to this re qu i rement).  HIV viral load
must be gre a ter than 1,000 copies.  Pa r-
ticipants who are already known to be
re s i s tant to any anti-HIV medicines will
not qualify   for this re s e a rch study.

➤ AIDS  #2
OVERVIEW: This re s e a rch study will com-
p a re diffe rent sta rting times of anti-HIV
medicines for HIV- p o s i t i ve people who
h ave a seve re infection caused by a we a k-
ened immune system (acute opport u n i s-
tic infections) or seve re bacterial infe c-
tions.  Pa rticipants will be randomly
assigned (like a flip of a coin) to one of
t wo groups (or “Arms”).  The first Arm
will sta rt anti-HIV medicines within 2
weeks of sta rting th e r a py for the infe c-
tions. The second Arm will sta rt anti-
HIV medicines at least one month (and
up to over 7 months) after sta rting th e r-

a py for the infections, depending on th e
medical needs of the participant.  Cer-
tain anti-HIV medicines are supplied by
the re s e a rch study at no cost.
CRITERIA: Pa rticipants must be HIV- p o s i-
t i ve person, 13 years of age or older,
who has a seve re infection caused by a
we a kened immune system (acute oppor-
tunistic infection) or seve re bacte r i a l
i n fection, and who has never ta ken anti-
HIV medicines (with a few exc e p t i o n s ) .

➤ AIDS  #3
OVERVIEW: This re s e a rch study will look
at the timing of sta rting anti-Hepatitis C
and anti-HIV medicines.   One purpose
of the re s e a rch study is to dete rm i n e
w h e ther  th e re are benefits to sta rt i n g
anti-HIV medicines befo re sta rting anti-
Hepatitis C medicines..  Pa rticipants will
be randomly assigned (like a flip of a
coin) to one of two groups (or “Arm s ” ) .
The first Arm will sta rt taking anti-HIV
medicines befo re sta rting anti-Hepatitis
C medicines.  Pa rticipants in the second
A rm will sta rt taking anti-Hepatitis C
medicines without taking anti-HIV med-
icines.  Pa rticipants in the second Arm
will sta rt taking anti-HIV medicines if
medically re qu i red and/or at the advise
of their HIV primary care phy s i c i a n .
Anti-HIV and anti-Hepatitis C medi-
cines are provided by the re s e a rch study
at no cost.  Re s e a rch participants are pro-
vided comp e n s a t i o n .
CRITERIA: Pa rticipants must be an HIV
and Hepatitis C co-infe c ted person, 18
to 65 years of age.  HIV viral load must
be gre a ter than 1,000 and CD4+ cell
count 300 or more.  Pa rticipants must
not have ta ken anti-HIV medicines fo r
m o re than 7 days within the last six
m o n ths befo re sta rting the trial, and
must not need to sta rt anti-HIV medi-
cines upon entry into the study.
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➤ Alcohol Dependence 
and Bipolar Disorder 
Study 

O verview:  The Addiction Re c ove ry Ser-
vices of Un i versity Hospitals of Cleve-
land is conducting clinical re s e a rch on
the treatment of Alcohol Dependence in
adults with Bipolar I Disord e r, a mood
d i s o rder that affects more than four mil-
lion people in the Un i ted Sta tes. This
re s e a rch study is designed to look at th e
s a fety and effe c t i veness of a medication
used with lithium or depako te for th e
t reatment of alcohol dependence in
adults with Bipolar I Disord e r.  
CRITERIA: Pa rticipants must be betwe e n
21 and 60 years old, with a histo ry of
recent heavy drinking and have the diag-
nosis of Bipolar I Disorder and Alcohol
Dependence. 

➤ Alzheimer’s Disease #1
OVERVIEW: Va l p ro a te is an anticonvul-
sant drug that may be helpful in re d u c-
ing the occurrence of problem behav i o r s
in Alzheimer’s disease (AD).  This
re s e a rch study will test whether Va l-
p ro a te is effe c t i ve in delaying, we a ke n i n g
or pre venting difficult behaviors and
w h e ther it has any effect on memory and
thinking in  in people with early sta ge
A D .
CRITERIA: Pa rticipants must have mild to
m o d e r a te Alzheimer’s disease, betwe e n
the ages of 55 and 90,and have not expe-
rienced agitation or psychosis since th e
onset of AD.

➤ Alzheimer’s Disease #2
OVERVIEW: This re s e a rch study is
designed to dete rmine whether imaging
of the brain th rough MRI and PET
scans (neuroimaging) eve ry six month s

can help predict and monitor the onset
and pro gression of Alzheimer’s disease.
In addition to neuroimaging, the study
will collect and test blood and, for some
p a rticipants, cerebral spinal fluid, to
d e te rmine if biomarkers can predict and
m o n i tor the disease.  
CRITERIA: Pa rticipants must be betwe e n
55 and 90 years of age, be in good ge n-
eral health, be fluent in English, and
h ave either memory problems or a diag-
nosis of early Alzheimer’s disease.  Pa r-
ticipants must be willing to undergo th e
test pro c e d u res and have a study part n e r.

➤ Alzheimer’s Disease #3
OVERVIEW: This re s e a rch study is
designed to comp a re the effects of diffe r-
ent types of antioxidants (vitamins th a t
m ay pro tect against cell damage) to help
select the best combinations of antiox i-
dants for future, larger studies.  The lev-
els of chemicals in the blood and in th e
brain and spinal fluid (cere b ro s p i n a l
fluid) will be measured to see how we l l
and safely diffe rent types of antiox i d a n t s
can be used in patients with Alzheimer’s
d i s e a s e .
CRITERIA: Pa rticipants must be betwe e n
the ages 60 and 85 and have been diag-
nosed with mild to moderate
Alzheimer’s disease.

➤ A myo t rophic Lateral 
S c l e ro s i s

OVERVIEW: A LS is a deva s tating disease
that eventually affects re s p i r a to ry func-
tion.  Treatment options for re s p i r a to ry
function are limited to no tre a t m e n t ,
n o n - i n va s i ve or inva s i ve ve n t i l a t i o n .
Stimulation of the Diaphragm in Amy-
o t rophic Lateral Sclerosis is an inve s t i g a-
tion of a diaphragm pacing system.  The
u l t i m a te goal is to dete rmine wheth e r
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p roviding electrical stimulation to th e
diaphragm muscle will mainta i n
diaphragm muscle stre n g th th e re fo re ,
d e c reasing the rate of re s p i r a to ry decline
in ALS.  This is a minimally inva s i ve ,
l ow risk surgical pro c e d u re that laparo-
scopically implants electrodes into th e
diaphragm muscle.  These electrodes are
a t tached to a stimulato r.  The stimulato r
d e l i vers electrical impulses to th e
diaphragm causing diaphragm contrac-
t i o n .
CRITERIA: Pa rticipants must be over 18
years of age, have a confi rmed diagnosis
of ALS, have no significant co-morbidi-
ties, and a Fo rced Vital Capacity (FVC)
b e t ween 50-80% to enroll. 

➤ A rthritis, Hip 
OVERVIEW: This 13 - week re s e a rch study
will look at the safety and efficacy of an
i n vestigational medication in the tre a t-
ment of pain due to primary hip
o s te o a rthritis.  The study location is our
B e a c h wood offi c e .
CRITERIA: Pa rticipant must be at least 40
years of age, have been diagnosed with
p r i m a ry hip oste o a rthritis, have symp-
toms present for at least th ree month s ,
and must be taking a non-ste roidal anti-
i n fl a m m a to ry drug (NSAID) or simp l e
a n a l gesic.  As a qu a l i fied participant, yo u
will re c e i ve all study- re l a ted examinations
and investigational study medication at
no cost. 

➤ A rthritis, Knee #1
OVERVIEW: This re s e a rch study will look
at an investigational medication injecte d
i n to the knee to treat knee pain.  Pa rt i c i-
pants will re c e i ve a to tal of th ree knee
injections over 3 months. This study is
being conducted in our Beachwo o d
o ffi c e .

CRITERIA: Pa rticipants must be 18 years of
a ge or older and have a diagnosis of
o s te o a rthritis or have knee pain gre a te r
than th ree month s .

➤ A rthritis, Knee #2
OVERVIEW: This re s e a rch study will eva l u-
a te the proper placement of a pain patc h
for knee oste o a rthritis pain.  All qu a l i-
fied participants will re c e i ve the pain
p a tch and will be instru c ted on patc h
placement over the 9-week duration of
the study.  The study center is located in
B e a c h wo o d .
CRITERIA: Pa rticipants must be at least
4 5 - years old, must have oste o a rthritis in
the knee, and must have knee pain when
walking on a flat surf a c e .

➤ A rthritis, Knee #3
OVERVIEW: This re s e a rch study is
designed to understand the use of pain
medication during walking in people
who have oste o a rthritis of the knees.
Eligible participants will re c e i ve two
doses of study medication (one dose of
a c t i ve study medication and one dose of
placebo medication) and will be asked to
walk on a flat surface for inte r vals of 20
m i n u tes, until the pain becomes uncom-
fo rtable or sooner than 20 minutes fo r
a ny other reason.  Pa rticipation will last
4 weeks and the study visits will be con-
d u c ted at the Beachwood offi c e .
CRITERIA: Pa rticipants must be at least 45
years of age or older, have been diag-
nosed with oste o a rthritis of the knees,
and have knee pain when walking on a
flat surface.  
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➤ A t tention Deficit 
/Hyperactivity Disorder 
(ADHD), Adults 

OVERVIEW: This re s e a rch study will exam-
ine how ato m oxetine (Scrattera) in th e
t reatment of ADHD in adults and how
ADHD affects family functioning.   Eli-
gible participants who meet scre e n i n g
c r i teria will be closely monito red with
f re quent clinical visits with a phy s i c i a n .
Clinical care, evaluations, medications
and laborato ry tests done as part of th e
re s e a rch study will be provided at no
cost to the part i c i p a n t .
CRITERIA: Pa rticipants must be betwe e n
18 and-55 years of age, be in a re l a t i o n-
ship with a person of the opposite sex
and have a biological child between 6-1 2
years old living with th e m .

➤ B a rrett’s Esophagus 
OVERVIEW: This study is designed to
d e te rmine whether th e re is an incre a s e d
incidence of Barrett’s esophagus or
e s o p h a geal cancer in the re l a t i ves of per-
sons with Barrett’s esophagus or
e s o p h a geal cancer.  The Division of Gas-
t ro e n te rology is contacting siblings, chil-
d ren, and parents of patients with Bar-
rett’s esophagus or esophageal cancer,
who have had symp toms of gastro e-
s o p h a geal re flux disease (GERD) or
h e a rt b u rn.  Using a ve ry thin scope, we
can examine the esophagus to check fo r
B a rrett’s without the need for sedation.
This pro c e d u re ta kes no more than 10
m i n u te s .
CRITERIA: Pa rticipants should be pare n t s
or siblings of patients with Barre t t ’ s
esophagus or esophageal cancer.

➤ Bipolar Disord e r,      
Adults  

OVERVIEW: The NIMH Center for Bipo-
lar Disorder of Un i versity Hospitals of
C l e veland and Case School of Medicine
is conducting clinical re s e a rch on th e
t reatment of symp toms re l a ted to Bipo-
lar Disord e r, a mood disorder th a t
a ffects more than four million people in
the Un i ted Sta tes.  This re s e a rch study
focuses on the treatment of symp toms of
bipolar disorder in participants who
h ave not been diagnosed, or who have
been previously diagnosed with maj o r
d e p ression.  The goal of the re s e a rc h
study is to look at the effe c t i veness and
s a fety of Depako te ER which has been
used for depre s s i ve episodes and anxiety.
This study will last for 6 weeks, with an
additional 6 months of treatment fo r
p a rticipants who have a good re s p o n s e
to the study medication.    
CRITERIA: Pa rticipants must be 18 ye a r s
of age and older and be experiencing
s y mp toms of Bipolar Disorder including
sadness, loss of inte rest in activities, sleep
disturbances, lack of concentration,
e xc e s s i ve energy, and inappro p r i a te ange r
or irr i ta b i l i t y.  

➤ Bipolar Disorder #1, 
Adolescents and Ad u l t s

OVERVIEW: The NIMH Center for Bipo-
lar Disorder of Un i versity Hospitals of
C l e veland and the Case School of Medi-
cine is conducting clinical re s e a rch on
the treatment of symp toms re l a ted to
Bipolar Disord e r, a mood disorder th a t
a ffects more than four million people in
the Un i ted Sta tes. This re s e a rch study
will last for up to 28 weeks, and is look-
ing at a combination of medications fo r
t reatment.  The goal of the re s e a rch is to
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c o mp a re the effe c t i veness and safety of
the use of two medications  (lithium and
d e p a ko te) versus th ree medications
( l i thium, depako te, and lamicta l ) .
T h roughout participation in th i s
re s e a rch study, symp toms will be active l y
m o n i to red and any changes in condition
will be re v i e wed and appro p r i a te l y
t re a te d .
CRITERIA: Pa rticipants must be at least 16
years of age and be experiencing symp-
toms re l a ted to depression.  Pa rt i c i p a n t s
should have a diagnosis of Bipolar Dis-
o rd e r, although participants do not need
to have been diagnosed with Bipolar
D i s o rd e r.  Pa rticipants will re c e i ve an
e valuation and diagnosis free of charge .
Pa rticipants cannot have used Lamicta l
( l a m o t r i g i n e ) .

➤ Bipolar Disorder #2,
Adolescents and Ad u l t s
OVERVIEW: The NIMH Center for Bipo-
lar Disorder of Un i versity Hospitals of
C l e veland and Case School of Medicine
is conducting clinical re s e a rch on th e
t reatment of Bipolar Disorder in
patients who also have problems with
alcohol or drug use. This re s e a rch study
will last up to 28 weeks, and is looking
at a combination of medications fo r
t reatment.  The goal of the re s e a rch is to
c o mp a re the effe c t i veness and safety of
the use of two medications  (lithium and
d e p a ko te) versus th ree medications
( l i thium, depako te, and lamicta l ) .
T h roughout participation in th i s
re s e a rch study, symp toms will be active l y
m o n i to red and any changes in condition
will be re v i e wed and appro p r i a te l y
t re a te d .
CRITERIA: Pa rticipants must be 16 ye a r s
of age and older, be experiencing symp-
toms re l a ted to depression, have curre n t

Alcohol Abuse/Dependence, or Sub-
s tance Abuse/Dependence and have a
diagnosis of Bipolar Disord e r, alth o u g h
p a rticipants do not need to have been
diagnosed or tre a ted previously for Bipo-
lar Disord e r.  Po tential participants will
re c e i ve an evaluation and diagnosis at no
cost.  Pa rticipants cannot have used
L a m i c tal (lamotrigine).

➤ Bipolar Disord e r,      
Older Ad u l t s

OVERVIEW: This re s e a rch study comp a re s
l i thium and va l p ro a te (Depako te) in th e
t reatment of older adults with bipolar
manic (high mood) and hy p o m a n i c
episodes (slightly high mood).  The
study comp a res the side effects and effe c-
t i veness of the medications on symp-
toms and quality of life.  Lithium and
va l p ro a te are FDA approved for use in
t reating bipolar disord e r.
CRITERIA: Pa rticipants must be age 60 or
o l d e r, have bipolar disord e r, and cur-
rently be experiencing manic (high
mood) or hypomanic (mildly eleva te d
mood) symp to m s .

➤ Bladder Function, 
Wo m e n

OVERVIEW: This re s e a rch study will eva l u-
a te the usefulness of urodynamic te s t i n g
which is a test that measures bladder
f u n c t i o n .
CRITERIA: Pa rticipants must be adult
females with urinary problems which
m ay include incontinence or leaking of
urine while coughing, sneezing, or per-
fo rming physical activity.  Pa rt i c i p a n t s
m ay also have a bath room problem with
l e a k a ge of urine due to an inability to ge t
to a bath room qu i c k l y.
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➤ C a n c e r, Ovarian, 
Fallopian Tube or 
Pe r i to n e a l

OVERVIEW: This re s e a rch study is
designed to comp a re two treatments fo r
ovarian, fallopian tube or peritoneal can-
cers.  One treatment uses the inve s t i g a-
tional drug BAY 43-9006 alone.  The
o ther treatment uses the experimenta l
d rug in combination with two FDA-
a p p roved cancer treatment drugs, carbo-
platin and paclita xel. Pa rticipants have an
e qual chance of being assigned to eith e r
t reatment group. 
CRITERIA: Pa rticipants must be at least 18
years of age and must have re c u rre n t ,
measurable, epithelial ovarian cancer, 
p r i m a ry peritoneal cancer or fallopian
tube cancer that is considered platinum
s e n s i t i ve.  Pa rticipants must have re c e i ve d
prior th e r a py with a platinum-based 
regimen befo re study enrollment.  
Pa rticipants must have adequ a te bone
m a rrow function and must not need 
an IV to stay hy d r a ted or for nutritional
s u p p o rt.  Pa rticipants of childbearing
p o tential must agree to use adequ a te
contraception. 

➤ C h e m o th e r a py Effects 
on Hearing

OVERVIEW: This re s e a rch study is
designed to help identify how to best
m e a s u re side effects of chemoth e r a py
re l a ted to hearing.  Pa rticipants enro l l e d
in this study will be te s ted during th e i r
c h e m o th e r a py sessions. The four 45-
m i n u te physical assessments during a 12-
week period will include measure m e n t s
of hearing and sense of vibration using a
tuning fork. Blood pre s s u re will be ta ke n
using two types of blood pre s s u re
machines in th ree positions: laying, sit-

ting and standing. This is an observa-
tional study that does not use any inve s-
tigational drugs or th e r a py.
CRITERIA: Pa rticipants must be betwe e n
the ages of 21 and 85 and scheduled to
re c e i ve chemoth e r a py; eith e r
c i s p l a t i n / ta xol combination or bioth e r-
a py with inte rfe ron alpha.  Pa rt i c i p a n t s
must be enrolled befo re sta rt i n g
c h e m o th e r a py.  Patients with hearing
i mp a i rment are not eligible.

➤ Colon Cancer 
OVERVIEW: The Colon Cancer Sibling
Study is a family re s e a rch study funded
by the National Cancer Institute to iden-
tify new genes re l a ted to the deve l o p-
ment of colon polyps or colon cancer.
Pa rticipation invo l ves the collection of a
blood sample and authorization of
release of medical re c o rds re l a ted to can-
cer scre e n i n g s .
CRITERIA: Pa rticipants must have been
diagnosed with colon polyps or colon
cancer befo re age 65 OR have a living
b ro ther or sister with one of these diag-
noses.  Affe c ted and unaffe c ted family
members including siblings and pare n t s
a re eligible to part i c i p a te .

➤ C rohn’s Disease 
OVERVIEW: This re s e a rch study is
designed to look at the safety and effe c-
t i veness of an oral study drug called
A S T-120 in participants who have
C rohn’s disease with a draining fi s t u l a
(an abnormal connection from one part
of the intestine to another part of th e
i n testine or the outside of the body).
CRITERIA: Pa rticipants must be betwe e n
18 and 65 years of age, must not have
re c e i ved infliximab within the past ye a r
and have a diagnosis of Crohn’s disease
w i th at least one draining fistula.  
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➤ D e p ression, Ad o l e s c e n t s
OVERVIEW: This re s e a rch study will exam-
ine the use of escitalopram (Lexapro) in
the treatment of children suffering fro m
d e p ression.  Lexapro is FDA approve d
for use in adults.  Eligible part i c i p a n t s
who meet screening criteria will be
closely monito red with fre quent clinical
visits with a physician. Clinical care, eva l-
uations, medications and laborato ry te s t s
done as part of the re s e a rch study will be
p rovided at no cost to the part i c i p a n t .
CRITERIA: Pa rticipants must be betwe e n
12 and 17 years of age, and be eith e r
b oys or girls who meet the re s e a rch crite-
ria for depression – sadness, irr i ta b i l i t y,
w i th d r awn, and lack of inte re s t .

➤ D e p ression, Ad o l e s c e n t s
OVERVIEW: This study will examine th e
use of escitalopram (Lexapro) in th e
t reatment of children suffering fro m
d e p ression.  Lexapro is FDA approve d
for use in adults.  Eligible part i c i p a n t s
who meet screening criteria will be
closely monito red with fre quent clinical
visits with a physician.  Clinical care ,
e valuations, medications, and laborato ry
tests done as part of the re s e a rch study
will be provided at no cost to the part i c i-
p a n t .
CRITERIA: Pa rticipants should include
b oys and girls between 12 and17 ye a r s
of age who meet diagnostic criteria fo r
d e p ression—sadness, irr i ta b i l i t y, with-
d r awn, lack of inte rest, etc .

➤ D i a b e tes and Kidney 
D i s e a s e

OVERVIEW: This re s e a rch study is
designed to dete rmine whether th e
study medication will slow the pro gre s s

of kidney disease in individuals with
Type II Diabetes.  Blood work and
urine specimens will be collected to
d e te rmine if participants are eligible.
Half of the participants will re c e i ve
study medication and half will re c e i ve a
placebo (no active drug). Study part i c i-
pants will re c e i ve study medication and
some blood pre s s u re medication at no
c o s t .
CRITERIA: Pa rticipants must have been
diagnosed with type II diabetics and be
over 18 years of age and have deve l o p e d
kidney disease.  Women may not be
p regnant or become pregnant while in
the study.  

*Gynecologic Oncology 
Study (05-04-41 )

➤ Cancer Treatment      
Side Effe c t s

OVERVIEW: This re s e a rch study is
designed  to reduce certain side effe c t s
that may be caused by a specific type of
cancer treatment (Doxil).  The study will
look at the effe c t i veness of vitamin B-6
( py r i d oxine) for the control and/or pre-
vention of  “hand-foot syndrome”, (re d-
ness, te n d e rness, and possibly peeling of
the palms and soles) due to Dox i l - re l a te d
c h e m o th e r a py.   The study will look at
t wo groups of participants, one re c e i v i n g
daily vitamin B-6 and the other re c e i v i n g
a daily oral placebo (sugar pill), to see
w h e ther vitamin B-6 can reduce or pre-
vent hand-foot syndrome.  
CRITERIA: Pa rticipants must be tre a te d
for re c u rrent ovarian cancer, perito n e a l
c a n c e r, fallopian tube cancer, meta s ta t i c
b reast cancer or advanced endometrial
c a n c e r, and must be sta rting Dox i l
c h e m o th e r a py at a sta rting dose of
40mg/m2 eve ry 4 weeks. Pa rt i c i p a n t s
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must be well healed, from recent surge ry,
r a d i o th e r a py, or chemoth e r a py, with a
few exceptions like for alopecia (hair
loss) or neuro p a thy (nerve damage).  Pa r-
ticipant with re p ro d u c t i ve potential must
use an adequ a te contraceptive meth o d .
Pa rticipants must be able to comp l e te
qu e s t i o n n a i res about their quality of life. 

➤ Cancer Risk, Ovarian 
OVERVIEW: The purpose of this re s e a rc h
study is to learn more about how to care
for women who are at increased ge n e t i c
risk of ovarian cancer. Pa rticipants will
be placed in one of two groups in th e
study:  one group is women who choose
to undergo pre ve n t i ve re m oval of th e
ovaries and fallopian tubes; the oth e r
group is women who choose not to have
s u r ge ry but choose to have screening.  In
addition, this study will look at the re a-
sons why women decide to undergo
s c reening versus surge ry, and how th e
women feel during this screening period.
CRITERIA: Pa rticipants must be 30 ye a r s
of age or older, with no prior histo ry of
ovarian cancer and at least one ova ry.
Ad d i t i o n a l l y, participants should have
one of the fo l l owing criteria: A family or
personal histo ry of a BRCA1 or BRCA 2
genetic mutation, OR a family histo ry of
ovarian and/or breast cancers among at
least two first- or second-degree re l a t i ve s
or both cancers in the same person, OR
the participant is of Ashkenazi Jewish eth-
nicity with one fi r s t - d e gree or two second-
d e gree re l a t i ves with breast and/or ova r-
ian cancer OR the participant is of Ashke-
nazi ancestry and has had breast cancer
herself OR the participant has a stro n g
p robability of having a genetic muta t i o n
based on family histo ry. 

➤ Cervical Lesions
OVERVIEW: This re s e a rch study is
designed to test the drug Celecoxib in
the treatment of cervical intraepith e l i a l
neoplasia (CIN 3-a pre c a n c e rous lesion
of the cervix).  Pa rticipants on this study
a re tre a ted with oral celecoxib instead of
h aving the cervical lesions  re m oved with
s u r ge ry.  This study will test the effe c t i ve-
ness and the safety of the drug in
women with CIN 3-a of the cervix.
CRITERIA: Pa rticipants must be 18 ye a r s
of age or older and be diagnosed with
CIN 3 by cervical biopsy.  The biopsy
should be done between 2 and 8 we e k s
b e fo re enrollment. Pa rticipants will also
be screened to make sure they match th e
study criteria.  Pa rticipants must have a
n e g a t i ve pregnancy test and agree to use
an acceptable fo rm of contraception.
Pa rticipants must agree not to ta ke No n
Ste roidal Anti-Infl a m m a to ry Dru g s
( N SAIDs) and aspirin during the time
they are taking the study medication.

➤ Cervical Cancer
OVERVIEW: This re s e a rch study is
designed to dete rmine whether combin-
ing the drug Tirapazamine  with Cis-
platin during radiation th e r a py incre a s e s
the length of time that patients with can-
cer of the cervix live without their cancer
coming back comp a red  to patients who
re c e i ve Cisplatin and radiation th e r a py
w i thout receiving Tirapazamine.  Cis-
platin and radiation th e r a py are sta n d a rd
t reatments that are given to treat cancer
of the cervix.  Tirapazamine is an inve s t i-
gational drug.  Eligible participants will
be assigned to Group 1 or Group 2 by
chance.  Pa rticipants who are enrolled in
G roup 1 re c e i ve Cisplatin along with
e x te rnal and inte rnal radiation th e r a py.
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Pa rticipants enrolled in Group 2 re c e i ve
Cisplatin and Tirapazamine along with
e x te rnal and inte rnal radiation.  There is
an equal chance of being assigned to
G roup 1 or Group 2.
CRITERIA: Pa rticipants must be 18 ye a r s
of age or older and have a specific type
of cancer of the cervix.   Pa rt i c i p a n t s
must have adequ a te bone marrow, live r
and kidney function.  Pa rticipants must
meet the criteria for chemoth e r a py and
pelvic radiation treatment.  Pa rt i c i p a n t s
of childbearing potential must have a
n e g a t i ve pregnancy test and must agre e
to use an effe c t i ve fo rm of contraception.

➤ C rohn’s Disease
OVERVIEW: This re s e a rch study is
designed to look at the safety and effe c-
t i veness of an oral study drug called
A S T-120 in participants who have
C rohn’s disease with a draining fi s t u l a
(an abnormal connection from one part
of the intestine to another part of th e
i n testine or the outside of the body).
CRITERIA: Pa rticipants must be betwe e n
18 and 65 years of age, have a diagnosis
of Crohn’s disease with at least one
draining fistula, and must not have
re c e i ved infliximab within the past ye a r.

➤ G l i o b l a s to m a
OVERVIEW: This re s e a rch study is
designed to dete rmine the effe c t i ve n e s s
of adding ste re o tactic radiosurge ry, with
the help of a specialized Magnetic Re s o-
nance (MR) scan, to sta n d a rd radiation
th e r a py for participants with a type of
brain tumor called gl i o b l a s toma.  Ste re o-
tactic radiosurge ry is a way of tre a t i n g
brain tumors with a single high dose of
radiation.  The type of functional MR

scan used in this study is called MR spec-
t ro s c o py and is used to ta ke pictures of
the brain.
CRITERIA: Pa rticipants must have a diag-
nosis of a  gl i o b l a s toma brain tumor ,
must have had surge ry for the tumor,
and be well healed after having surge ry.
Pa rticipants must sta rt the study tre a t-
ment within fi ve weeks of having sur-
ge ry.  Pa rticipants must not have alre a d y
had radiation to the head and neck area. 

➤ Hair Loss
OVERVIEW: The Skin Study Center of th e
D e p a rtment of Derm a tology is doing
basic re s e a rch into the cellular causes of
hair loss (alopecia).  Both men and
women with permanent hair loss, espe-
cially those whose baldness began afte r
a ge 55, are encouraged to part i c i p a te.  A
small scalp biopsy may be ta ken.  Pa rt i c i-
pants will be comp e n s a te d .
CRITERIA: Pa rticipants may be male and
female participants, age 55 and older
w i th hair loss.

➤ H e a rt Fa i l u re 
OVERVIEW: FUSION II is a re s e a rc h
study for patients who have re c e n t l y
been hospitalized with heart failure. The
re s e a rch study is designed to dete rm i n e
w h e ther a medicine called nesiritide
( Na t recor®) helps heart failure patients
feel better or reduce the need to be hos-
p i talized in the future. This medicine is
c u rrently FDA approved, and is used to
i mp rove shortness of bre a th in certa i n
patients hospitalized for heart failure .
The medicine will be given to patients to
use while at home. During the trial, par-
ticipants will see a heart failure phy s i c i a n ,
h ave blood tests, answer qu e s t i o n n a i re s ,
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and ta ke the study medicine. Pa rt i c i p a n t s
will also continue their usual oral medi-
cines. The trial is 6 months long: 4
m o n ths of once or twice weekly tre a t-
ment, and then 2 months of fo l l ow - u p .
CRITERIA: Pa rticipants must have moder-
a te to seve re heart failure which limits
their activities or gives them symp to m s
at rest, and participants must have been
h o s p i talized at least twice within th e
past ye a r. Pa rticipants must also have
reduced pumping function of the heart
and also have at least mildly reduced kid-
ney function. 

➤ High Blood Pre s s u re 
a fter St ro ke

OVERVIEW: The goal of this re s e a rc h
study is to find out if the drug nicard i p-
ine (Cardene®) can be used for the tre a t-
ment of high blood pre s s u re that occurs
a fter people have suffe red a stro ke due to
sudden bleeding in their brain. The
study medication is given intrave n o u s l y
( i n to a vein) over a period of 24 hours.  
CRITERIA: Pa rticipants must be 18 ye a r s
and older, have high blood pre s s u re and
must have suffe red a stro ke due to bleed-
ing in the brain within 6 hours befo re
the sta rt of treatment. 

➤ H I V, Pre vention          
of Fat Loss 

OVERVIEW: The HIV Meta b o l i c
Re s e a rch Center is conducting the HIV
L i p o a t ro p hy Study to understand how
HIV infe c ted adults can avoid the disfi g-
u rement of fat loss.  This re s e a rch study
is investigating whether adding a nutri-
tional supplement (Nucleomaxx) and/or
substituting Viread for other drugs in an
anti-HIV regimen can re verse fat loss.

T h e re are two arms to this study: in th e
first arm participants must be diagnosed
w i th HIV lipoatro p hy, receiving a sta b l e
AZT (Re t rovir) containing regimen and
the virus must be under good control; in
the second arm participants are about to
s ta rt their first ARV regimen (tre a t m e n t
n a ï ve). That regimen must contain AZT
as one part of the drug cocktail. 
CRITERIA: Pa rticipants must be at least 18
years.  Po tential participants in eith e r
a rm may be excluded for any bleeding
d i s o rders, diabetes re quiring medication,
kidney problems, current use of ste ro i d s
or grow th hormones, and/or are pre g-
nant or bre a s t fe e d i n g .

➤ Lupus Ath e ro s c l e rosis 
P re vention, Children and
Young Adults 

OVERVIEW: This re s e a rch study is
designed to learn more about pre ve n t i n g
a th e ro s c l e rosis (hardening of the arte r-
ies) in children and young adults with
Lupus.  This 3-year study is looking to
l e a rn more about pre venting ath e ro s c l e-
rosis and find out if a drug called Lipito r
can help slow down the process of ath e r-
o s c l e rosis.  The Rhematologist at Ra i n-
b ow Babies & Children’s Hospital invite
you to consider participating in th i s
NIH sponsored study.  Comp e n s a t i o n
for parking and travel will be provided. 
CRITERIA: Pa rticipants must be betwe e n
the ages of 10 and 21.  Pa rticipants must
also be diagnosed with Lupus and
weight 55 lb or more .

➤ Lupus, Skin Disease
OVERVIEW: The Department of Derm a-
tology is conducting an inve s t i g a t i o n a l
study for patients with lupus that mani-
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fests in the skin and affects specific cells
in the immune system.  The re s e a rc h
study is approx i m a tely 20 weeks long
and consists of 21 visits (including two
ove rnight stays in the hospital). Com-
pensation will be prov i d e d .
CRITERIA: Pa rticipants must be betwe e n
18 and 60 years old and continue to
h ave skin disease despite sta n d a rd tre a t-
ment. Pa rticipants who also have lupus
that affects the whole body are eligible if
their main symp tom invo l ves the skin
and they do not have serious comp l i c a-
tions from the disease. 

➤ M e m o ry Loss
OVERVIEW: For nearly 20 years, Un i ve r-
sity Memory and Aging Cente r
re s e a rchers have been studying why
some people develop problems with
m e m o ry, thinking, and activities of daily
living as they age, while others re ta i n
n o rmal memories.  The goal of th i s
re s e a rch project is to cre a te a list of peo-
ple who might be eligible to part i c i p a te
in other re s e a rch studies conducted by
the Un i versity Memory and Aging Cen-
te r.  Pa rticipation invo l ves a two - h o u r
visit that includes paper-and-pencil mem-
o ry testing and a physical assessment
based on how the brain looks and
works.  After this visit, re fe rrals to stud-
ies that include genetics, tre a t m e n t ,
l i festyle, caregiving, and others may be
o ffe red.  Visits ta ke place at Fairhill Cen-
te r, located at 12200 Fairhill Rd., with
f ree parking, and th e re is no cost to par-
t i c i p a te .
CRITERIA: Pa rticipants must have mild
m e m o ry concerns, or dementia re s u l t i n g
f rom Alzheimer’s disease, stro ke or oth e r
causes, and are not in nursing homes.

These participants can be any age.  Pa r-
ticipants with normal memory must be
65 years or older and are not in nursing
h o m e s .

➤ M ya s thenia Grav i s
OVERVIEW: This re s e a rch study is
designed to dete rmine whether thy m e c-
to my (surgical re m oval of the thy m u s )
helps participants with mya s thenia gr av i s
(MG) get better  comp a red to using only
medications like prednisone that sup-
p ress the immune system.  Pa rt i c i p a n t s
w i th generalized MG will be random-
ized (like a flip of a coin) to re c e i ve pre d-
nisone under strict set guidelines OR
thy m e c to my and prednisone with th e
same prednisone treatment plan.   Pre d-
nisone is an approved drug for tre a t i n g
MG. Pa rticipants are monito red by th e
study for 3 years. During the 3 years of
the study, the participants are monito re d
by specific examinations of their muscle
s t re n g th, their prednisone dose, and
d e velopment of adverse effects. 
CRITERIA: Pa rticipants must be 18 to 60
years old with generalized mya s th e n i a
gr avis (MG) for less than 3 years.  A
diagnosis of MG must have been con-
fi rmed by positive sta n d a rd blood te s t
for MG.  Pa rticipants may be re c e i v i n g
a n t i c h o l i n e s terase treatment or pre d-
nisone but no other immune suppre s s-
ing medication.   Pa rticipants whos eye s
a re affe c ted by MG or minimal ge n e r a l
weakness that would not re qu i re the use
of cort i c o s te roids (prednisone) are not
eligible.   Pa rticipants must be medically
s table (not becoming sicker) to have th e
thy m e c to my. 
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➤ Posttraumatic St ress 
D i s o rder (PTSD), 
C h i l d ren and 
Ad o l e s c e n t s

OVERVIEW: This re s e a rch study is
designed for children and adolescents
who have experienced a trauma (e.g. sex-
u a l / p hysical abuse, violence, a car acci-
dent) and then developed posttraumatic
s t ress disorder (PTSD).  The study
includes 12-15 weeks of talk th e r a py
s p e c i fically aimed at reducing PTSD
s y mp toms.  There will be no charge to
p a rticipants for the th e r a py.
CRITERIA: Pa rticipants must be betwe e n
the ages of 7and18, have experienced a
trauma that he/she remembers (e.g.
p hysical or sexual assault or an accident)
and be suffering from symp toms of
PTSD (e.g. intru s i ve upsetting memories
of the trauma, nightmares, fe a r, sleep
p roblems) due to the trauma.  The trau-
matic event should have occurred at least
12 weeks ago.

➤ Posttraumatic St ress 
D i s o rder (PTSD), 
Ad u l t s

OVERVIEW: This re s e a rch study is
designed to comp a re two treatments fo r
posttraumatic stress disorder (PTSD) in
adults:  exposure th e r a py, a cognitive -
b e h avioral talk th e r a py, and Zoloft (or
s e rtraline), an antidepressant medication.
PTSD is characterized by diffi c u l t i e s
such as nightmares, anxiety, and upset-
ting memories that persist for at least
one month after a traumatic event (such
as physical or sexual assault, or a serious
accident).  Eligible participants will be
o ffe red at least ten weeks of treatment at
no cost.  Pa rticipants will be inte r v i e we d

at the end of treatment and at th ree, six,
t we l ve, and twe n t y- four months afte r
receiving treatment.  There is no cost to
p a rt i c i p a te and compensation will be
p rovided for the fo l l ow-up inte r v i e w s .
CRITERIA: Pa rticipants must be betwe e n
the ages of 18 and 65 and meet th e
study criteria for chronic PTSD.  To be
eligible for this study, it must be at least
12 weeks since the traumatic eve n t .

➤ P ro s ta te Enlarge m e n t
OVERVIEW: This clinical re s e a rch study
will eva l u a te whether an FDA approve d
medication for enlarged pro s ta te will
i mp rove sexual function.  The study
i n vo l ves having a physical exam, comp l e t-
ing qu e s t i o n n a i res about urinary symp-
toms and sexual function and ta k i n g
study medication for 3 months.  Pa rt i c i-
pants will be asked to make 3 visits to
the re s e a rch study urologist during th e
course of the 4-month study.  
CRITERIA: Pa rticipants must be men who
a re between 45 and 74 years of age and
a re sexually active with a steady part n e r.
Pa rticipants must also be diagnosed with
an enlarged pro s ta te and have urinary
p roblems and erectile dysfunction.

➤ R h e u m a toid Arth r i t i s
OVERVIEW: This re s e a rch study will eva l u-
a te the safety and effe c t i veness of a medi-
cine given intravenously (in the vein) fo r
r h e u m a toid arthritis.  This study is being
c o n d u c ted in our Beachwood offi c e .
CRITERIA: Pa rticipants must have a diag-
nosis of rheumatoid arthritis after th e
a ge of 16 years of age, be on a disease-
modifying anti-rheumatic dru g
(DMARD), and must not have sto p p e d
a TNF- i n h i b i tor because it did not wo r k .
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➤ Psoriasis #1
OVERVIEW: The Department of Derm a-
tology is conducting re s e a rch for adults
w i th moderate to seve re plaque psoriasis
to eva l u a te the safety and effe c t i veness of
a medication that is a subcuta n e o u s
injection (just undern e a th the skin).  
Eligible participants must have at least
10% body surface area invo l vement.  
All re s e a rc h - re l a ted physical exams, 
l a b o r a to ry tests, and medications will be
p rovided at no cost, and parking fe e s
will be reimbursed.  
CRITERIA: Pa rticipants must be 18 ye a r s
and older with moderate to seve re
p l a que psoriasis.

➤ Psoriasis #2
OVERVIEW: The Department of Derm a-
tology is conducting a re s e a rch study 
to eva l u a te the effects of a cream applied
to the skin for the treatment of psoriasis.
All re s e a rc h - re l a ted physical exams, 
l a b o r a to ry tests, and medications will 
be provided at no cost, and parking 
fees will be reimbursed.  
CRITERIA: Pa rticipants must be 18 ye a r s
and older with mild to moderate plaqu e
p s o r i a s i s .

➤ Psoriasis #3
OVERVIEW: The Department of Derm a-
tology is conducting re s e a rch for adults
w i th moderate to seve re plaque psoriasis
to eva l u a te the safety and effe c t i veness of
a medication that is a subcuta n e o u s
injection (just undern e a th the skin).  
Eligible participants must have at least
10% body surface area invo l vement.  
All re s e a rc h - re l a ted physical exams, 
l a b o r a to ry tests, and medications will 
be provided at no cost, and parking fe e s
will be reimbursed.  

CRITERIA: Pa rticipants must be 18 ye a r s
and older with moderate to seve re
p l a que psoriasis.

➤ Skin Conditions,        
P re-Malignant and 
Malignant 

OVERVIEW: The Skin Study Center in th e
D e p a rtment of Derm a tology is conduct-
ing a re s e a rch study for adults with
Actinic ke r a toses (AK), Bowen’s disease,
S quamous cell carcinoma, Basal cell car-
cinoma, or Mycosis fungoides (MF
s ta ges IA, IIA, IB, or IIB). The trial
i n vo l ves a drug, phth a l o c yanine (Pc4)
that is applied over the skin lesion. A
laser light activa tes the Pc4 drug. The
light is shone upon the lesion after appli-
cation of the Pc4 drug solution. The
re s e a rch study lasts for two (2) weeks. All
re s e a rch exams, laborato ry tests, tre a t-
ment, and parking will be provided at no
c o s t .
CRITERIA: Pa rticipants must have had a
skin biopsy with a proven diagnosis of:
Actinic ke r a toses (AK), Bowen’s disease,
S quamous cell carcinoma, Basal cell car-
cinoma, or Mycosis fungoides (MF
s ta ges IA, IIA, IB, or IIB). Pa rt i c i p a n t s
must not be undergoing any anti-cancer
th e r a py within two weeks prior to th e
trial. Pa rticipants must stop using photo-
sensitizing medications for the two
weeks prior to enrollment. 

➤ Sleep Apnea 
OVERVIEW: This re s e a rch study will eva l u-
a te individuals who have fre quent bre a th-
ing pauses during sleep (sleep apnea) and
a re at risk for diabetes.. This study is
designed to  look at changes in gl u c o s e
(sugar), as well as changes in lipids (fats),
quality of life, sleepiness, and blood pre s-
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s u re in participants with sleep apnea and
b o rderline diabetes. Pa rticipants will be
t re a ted with two months of bre a th i n g
th e r a py and two months of sham, or
f a ke, bre a thing th e r a py.  The study will
see if the bre a thing th e r a py imp rove s
sleep problems which in turn may pre-
vent participants from developing dia-
b e te s .
CRITERIA: Pa rticipants must have pro b-
lems with their glucose but not diabete s ,
h ave sleep apnea, be between the ages of
18-and 75 , and are be in good health
w i thout obvious daytime sleepiness. A
glucose test and a home sleep study fo r
sleep apnea for patients who are at high
risk for these conditions will be pro-
vided at no cost to those individuals
who have not had these specific te s t s .

➤ St ro ke and Insulin 
Re s i s ta n c e

OVERVIEW: The Department of Ne u ro l-
ogy is conducting a re s e a rch study to
d e te rmine whether piogl i tazone, a med-
ication used to treat diabetes, may help
p re vent another stro ke in patients who
h ave been diagnosed with insulin re s i s t-
ance and who have already suffe red a
s t ro ke.  Pa rticipants will be randomly
assigned to re c e i ve either piogl i tazone or
placebo.  This study may or may not
b e n e fit the participant.  Pa rticipants will
be asked to re t u rn to Un i versity Hospi-
tals for a clinic visit th ree to four times
the first year and then once a year fo r
th ree years.  Parking will be re i m b u r s e d
but th e re will be no other comp e n s a-
t i o n .
CRITERIA: Pa rticipants must be 45 or
o l d e r, must have suffe red an ischemic
s t ro ke within 180 days of part i c i p a t i o n
and must be insulin re s i s tant.  Pa rt i c i-
pants will have a blood test at the begin-

ning of the study to dete rmine if th e y
a re insulin re s i s tant or not.

➤ St ro ke #1
OVERVIEW: This re s e a rch study is
designed to eva l u a te the use of a clot-
re m oving device in people who have had
a recent stro ke and are not eligible fo r
c u rrently approved th e r a py.  The clot-
re m oving device, Merci® Re t r i e val Sys-
tem, is designed to re m ove the clot and
re s to re blood fl ow.
CRITERIA: Pa rticipants must be betwe e n
18 and 85 years of age. Pa rticipants must
h ave had a stro ke within 3 to 8 hours of
e n rolling into the study, and not be eligi-
ble for currently approved th e r a py fo r
blood clots. 

➤ St ro ke #2
OVERVIEW: The Ne u rological Institute
Clinical Trials Unit is conducting a
re s e a rch study to find out if tre a t m e n t
w i th either aspirin alone or aspirin and
P l avix® help to pre vent another stro ke in
people who recently suffe red a “lacunar
s t ro ke”.  A lacunar stro ke  causes small
a reas of damage to the inner part of th e
brain and is due to blockage of small
blood vessels in the brain.  Both aspirin
and Plavix® are prescribed by phy s i c i a n s
to pre vent stro ke, but it has not been
d e te rmined if either aspirin alone or
aspirin and Plavix® are more effe c t i ve in
p re venting another stro ke in people who
h ave already had a lacunar stro ke.  Pa rt i c-
ipants will be randomly assigned to
e i ther aspirin or aspirin and Plavix®.  In
addition, participants will be assigned to
one of two groups of blood pre s s u re
c o n t rol.  This study may not benefit th e
p a rticipants.  The study is expected to
last about two years.  There will be 3 to 5
visits over the first 3 to 4 month s a n d
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then visits will be scheduled eve ry th re e
m o n ths.  Parking will be reimbursed, but
th e re will be no other comp e n s a t i o n .
CRITERIA: Pa rticipants must be 40 or
older and must have suffe red a lacunar
s t ro ke within 6 months of part i c i p a t i o n .

➤ St ro ke #3
OVERVIEW: This re s e a rch study is
designed to comp a re two treatments  fo r
inidividuals who have a Pa tent Fo r a m e n
O vale (PFO; an opening in the heart )
and who had a recent stro ke. One option
is to close the PFO using th e
A M P LATZER PFO Occluder, which is
a device that helps to close the PFO
using a minimally inva s i ve pro c e d u re .
The other option is to treat with medica-
tion alone, which is the current sta n d a rd
of care. 
C R I T E R I A : Pa rticipants must be betwe e n
the ages of 18 and 60 years with a PFO,
and must have had a stro ke within th e
last 90 days of enro l l m e n t .

➤ St ro ke #4
OVERVIEW: This re s e a rch study is
designed to eva l u a te the effect of human
s e rum albumin in participants who have
s u ffe red a stro ke. Human serum albu-
min is a natural pro tein that is approve d
for other uses, but it is not approved fo r
use in stro ke. Pa rticipants will be ran-
domly assigned (as in the toss of a coin)
to re c e i ve one dose of either human
albumin or placebo (sugar pill). 
CRITERIA: Pa rticipants must be 18 
years of age or older, and must have suf-
fe red a stro ke within 5 hours of re c e i v i n g
t reatment. 

➤ St ro ke #5
OVERVIEW: Sta n d a rd re h a b i l i tation does

not re s to re normal, safe walking to many
s t ro ke survivors.  Functional Ne u ro m u s-
cular Stimulation (FNS), using intramus-
cular electrodes (applying electrical stim-
ulation to the muscles), has been show n
to help retrain walking patte rns for peo-
ple who have had a stro ke more th a n
one year ago.  This study is designed to
look at the benefits of FNS and tre a d-
mill training for people who have had a
s t ro ke in the past ye a r.  Pa rticipants who
qualify will be provided with 48 tre a t-
ment sessions with a physical th e r a p i s t
for gait training at no cost.  
CRITERIA: Pa rticipants must be  21 ye a r s
of age or older.  Pa rticipants must be
medically stable (not becoming sicke r )
and must have had a stro ke within th e
past 1 to 11 months. Pa rticipants cannot
h ave a pacemaker or chronic, wo r s e n i n g
medical condition.  Pa rticipants will be
s c reened by a physician and therapist to
d e te rmine whether they are eligible to
p a rt i c i p a te in this study.

➤ St ro ke #6
OVERVIEW: This re s e a rch study is
designed to imp rove arm function afte r
s t ro ke.  Two types of treatment will be
o ffe red:  1) robotics motor learn i n g
( ROB ML); and 2) FNS motor learn i n g
(FNS ML).   Eligible participants will
re c e i ve treatment 5 days per week for 12
weeks at no cost. 
CRITERIA: Pa rticipants must be 21 ye a r s
of age or older and have difficulty using
their arm as a result of a stro ke.  Pa rt i c i-
pants must be medically stable (are not
becoming sicker) and are eligible to par-
t i c i p a te at least 12 months after th e i r
s t ro ke.    Pa rticipants are not eligible if
they have a pacemaker or have had more
than one stro ke.  
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➤ U rea Cycle Disorders 
OVERVIEW: The Longitudinal Study of
U rea Cycle Disorders (UCDs) will fo l-
l ow individuals with UCDs so th a t
m o re can be learned about the natural
h i s to ry of all eight fo rms of the disord e r.
I n fo rmation will be collected to help
m o n i tor disorder pro gression, tre a t-
ments for the disorders (including dru g
th e r a py and liver transplantation), and
the effects of the disorder and tre a t-
ments on participants.  This re s e a rc h
study  may help provide physicians with
the info rmation they need about UCDs
and their treatments to help families cop-
ing with UCD make the best decisions
about  management and tre a t m e n t .
Ad d i t i o n a l l y, info rmation gath e re d
th rough this study will be shared with
p a rticipants and may lead to bette r
i n fo rmed individuals with UCDs.
CRITERIA: Pa rticipants may be individuals
of all ages with any of the eight ure a
c ycle disorders.  There are factors th a t
could exclude some people with UCDs
f rom participating.  

➤ Spinal Cord Injury
OVERVIEW: “Electrical activation of th e
diaphragm for ve n t i l a to ry assist” is a 
clinical re s e a rch study investigating a 
new diaphragm pacing system in qu a d r i-
plegic patients who re qu i re a mechanism
ve n t i l a to r.  This is a minimally inva s i ve ,
l ow-risk surgical pro c e d u re imp l a n t i n g
e l e c t rodes laparoscopically into th e
diaphragm muscle.  These electrodes 
a re attached to a stimulator that 
d e l i vers an electrical impulse causing 
the diaphragm to contract.  This 
enables a person to bre a th without 
their mechanical ve n t i l a to r.  
CRITERIA: Pa rticipants must be at least 18

years of age, have a cervical spinal cord
i n j u ry, be dependant on mechanical ve n-
tilation, and have functioning bilate r a l
p h renic nerves. 

➤ Skin Study 
OVERVIEW: The Skin Study Center of th e
D e p a rtment of Derm a tology is doing
basic re s e a rch into the cellular causes of
psoriasis. Individuals with and with o u t
psoriasis are needed for blood and/or
tissue samples. Pa rticipants will be com-
p e n s a te d .
CRITERIA: Pa rticipants with and with o u t
psoriasis are we l c o m e .

➤ Women’s Health #1, 
Post Menopausal       
Hot Flashes

OVERVIEW: M a ny women experience
s y mp toms of hot flashes and night
s weats after menopause.  If you are re a d y
to try low dose hormone th e r a py to
re l i e ve these symp toms, you may be eligi-
ble to part i c i p a te in a re s e a rch study
being conducted by the Department of
O b s tetrics and Gynecology.  Qualifi e d
p a rticipants re c e i ve medical examina-
tions, mammograms, and lab tests as
well as the study medication at no cost.
C o mpensation is prov i d e d .
CRITERIA: Pa rticipants must be betwe e n
the ages of 45 to 65, naturally
menopausal (without periods for at least
6 months) or at least 6 weeks after a hy s-
te re c to my, having 7 or more hot fl a s h e s
w i th sweating in 24 hours, and willing
to attend 6 study visits over a 20 we e k
period at a suburban office. 
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➤ Women’s Health #2, 
P re te rm Birth 
P re ve n t i o n

OVERVIEW: This re s e a rch study is fo r
p regnant women who are at high risk of
re c u rrent pre te rm birth.  Pro p hy l a c t i c
administration of pro ge s te rone has been
s h own to decrease the incidence of deliv-
e ry befo re 37 weeks of ge s tation.  This
study will test the effe c t i veness of a pro g-
e s te rone vaginal gel comp a red to
Placebo (sugar pill).  Qualified part i c i-
pants will re c e i ve study medication at no
cost.  Compensation is prov i d e d .
CRITERIA: Pa rticipants must be pre g n a n t
women between 18 and 45 years of age
and have a histo ry of a sponta n e o u s
p re te rm delive ry from 20 to 36 we e k s
ge s tation, with the immediate pre c e d i n g
p regnancy or a shortened cervix as meas-
u red this pregnancy by transvaginal ultra-
sound.  Pa rticipants must be 16 to 22
weeks ge s tation at the time of enro l l-
m e n t .

➤ Women’s Health #3, 
B i rth Contro l

OVERVIEW: The Department of Obste t-
rics and Gynecology, MacDonald Clini-
cal Trials Unit, is conducting a re s e a rc h
study involving an investigational non-
h o rmonal method of birth control.  The
p r i m a ry purpose of this study is to dete r-
mine the effe c t i veness of an experimenta l
vaginal gel comp a red to the use of a sta n-
d a rd spermicide.  This study is fo r
women between the ages of 18 and 40
who are willing to use the study dru g
b e fo re sex as their primary method of
b i rth contro l

CRITERIA: Pa rticipants must be menta l l y
and physically healthy women who are
sexually active, able to become pre g n a n t ,
but wish to use contraception at th i s
time.  Pa rticipants must be in a sta b l e
sexual relationship with a single part n e r
for at least 4 months.  To part i c i p a te in
the study, you must be willing to use
this study drug as your primary meth o d
of birth control.  Qualified part i c i p a n t s
will re c e i ve medical examinations and
study drug at no cost.  Compensation is
p rov i d e d .

➤ Women’s Health # 4,  
E ffects of Chemoth e r a py 

OVERVIEW: This re s e a rch study will use
blood tests and (optional) ultrasound
imaging to help doctors learn more
about hormone levels and other aspects
of ovarian stru c t u re and function befo re ,
during, and after chemoth e r a py.  Side
e ffects of chemoth e r a py can include
c h a n ges in how a woman’s ovaries look
( s t ru c t u re) and how they work (func-
tion).  Pa rticipants enrolled in this obser-
vational study will be asked to visit our
o ffice about th ree times in one ye a r ;
s ta rting befo re chemoth e r a py begins and
ending approx i m a tely 6 months afte r
c o mpleting treatment. This observa-
tional study does not use any inve s t i g a-
tional drugs or th e r a py as a part of th e
re s e a rch. 
CRITERIA: Pa rticipants must be fe m a l e ,
b e t ween the ages of 14 and 35 and
scheduled to re c e i ve chemoth e r a py.  Pa r-
ticipants should also have sta rted th e i r
m e n s t rual periods but do not have to be
h aving regular periods at the time of
e n rollment.   Pa rticipants must enro l l
b e fo re sta rting chemoth e r a py.
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