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Phase lllb, Multicenter, Randomized Double-Blind,

Placeho Controlled Study of Omalizumab in Subjects

with Moderate to Severe Persistent Asthma
Inadequately Controlled with High-Dose Inhaled
Corticosteroids and Long-Acting Beta-Agonists

Mary C. Tobin MD
Rush University, Chicago, Illinois

A sthma is an inflammatory disease of the airway. IgE plays a key role in inflam-
mation. It has been shown that a reduction in free IgE leads to a decreased
initiation of antigen responses in individuals with asthma. Recent studies however,
indicate that a substantial number of subjects are not adequately controlled with high
dose inhaled corticosteroids (ICS) and long-acting beta agonists (LABA). This study
evaluates the efficacy, safety and tolerability of subcutaneous injections of Omaliz-
umab compared with placebo as an add-on therapy to high-dose ICS+LABA in
subjects with moderate to severe asthma that is inadequately controlled. We define
inadequate control by asthma exacerbations requiring treatment with systemic
corticosteroids over a 48-week treatment period. Omalizumab is a monoclonal anti-
body used mainly in allergy-related asthma therapy, with the purpose of reducing
allergic hypersensitivity. Omalizumab is a recombinant DNA-derived humanized
IgG1k monoclonal antibody that selectively binds to human immunoglobin E (IgE).
IgE is commonly involved with allergies when present in high amounts in the body.
Eight hundred and fifty subjects 12-75 years of age were enrolled. Subjects are re-
ceiving 48 weeks of the study drug (Omalizumab or placebo) in addition to high-
dose ICS+LABA. The primary efficacy outcome measure is the rate of asthma
exacerbations. Secondary outcome measures are: 1) Change from baseline to week
48 in overall asthma-related quality of life; 2) Change from baseline to week 48 in
nocturnal and daytime asthma symptom scores; and 3) Change in baseline to week
48 in the number of puffs per day of beta-agonist rescue medication. The safety out-
come measure is the frequency and severity of treatment-emergent adverse events
during the 48-week treatment period. Outcome data is not yet available.
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increased among asthmatic subjects
(p = 0.007) with no significant in-
fluence of obesity. These data dem-
onstrate a complex interplay among
asthma, obesity, and airway cytokines. I ]
In future studies, cytokines/chemo-
kines that are differentially expressed
in BAL fluid will be quantified in
airway biopsies.

Asthma, Obesity and IL-13

m Non-obese ® Obese

Asthma Control

Error bars reflect standard error.

Culturally Appropriate Delivery of Asthma Management
Education via Community Health Workers: Findings from

a Chicago-based Intervention

Melissa A. Gutierrez, MS; Helen Margellos-Anast, MPH; DeShuna Dickens, MPH, AE-C;
Steve Whitman, PhD

Sinai Urban Health Institute, Sinai Health System, Chicago, Illinois

pproximately 25% of children living

Mean Asthma-Related Health Resource Utilization
in Year Prior to Study (Baseline) vs. Year Following

in Chicago’s most disadvantaged
communities have asthma. In response,
the Sinai Urban Health Institute and
Sinai Children’s Hospital developed and

Study Initiation* (Follow-up) by Race/Ethnicity

African-American (n=52)t Mexican (n=60)t

. . . Baseline Follow-up Baseline Follow-up
tested an innovative Community Health Emergency Department Visits 5 500 12 05"
Worker (CHW) approach to improve Hospitalizations 1.3 0.9 08 0.1#
pediatric asthma outcomes among Days in Hospital 4.1 1.3 16 0.3
. . . Clinic Visits

African American (AA) and Latin

. ¢ . erican (AA) and 0 Urgent 2.9 24 3 0.3
children with severe asthma. The model Regular 3.1 6.9¢ 4 47
utilizes CHWs recruited from targeted Sum of Urgent Health Resource Utilization 7.2 5.5 5.2 0.9

*Estimated based on 6 months of follow-up.
fOutliers have been excluded from analysis, n varies.
*Statistically significant difference from Baseline (p<0.05), two-sided paired t-test.

communities to deliver case-specific
asthma education via three home visits

over 6-months. The goal of the approach
is to improve asthma self-management, thereby reducing asthma symptoms, health resource utilization, and improving quality
of life. Children were recruited primarily from Mount Sinai Hospital’s Emergency Department (ED) and inpatient units, and via
referrals from physicians, community organizations, schools, and health fairs. Eligible children were 2-16 years old, had
uncontrolled asthma, and lived in west and southside Chicago communities. Preliminary data for those completing 6-months of
follow-up by October 2008 is included. Preliminary outcomes are limited to African American (AA) and Mexican sub-samples.
Between March 2006 and June 2008, 236 children were enrolled into the study, 50% were AA, 39% Mexican, and 11% other
Latino or mixed race/ethnicity. AA and Latino participants differ with regard to the most effective recruitment strategies,
participation rates, retention, and family needs. Of those agreeing to a baseline visit, nearly all Latinos completed the visit (82%)
while only 69% of AAs completed the visit. There were essentially no demographic differences between AA and Mexican
participants with two exceptions: AA caregivers tended to have higher levels of education (78% completing high school or more
vs. 62% of Mexican) and AA children were more likely to live with a smoker (48% vs. 20%). Significant differences did exist
between the two populations in disease severity and control. Specifically, AA participants experienced daytime and nighttime
symptoms twice as frequently as Mexican participants, and also experienced significantly more ED visits and urgent clinic visits
in the year prior to the baseline visit. Although AAs have more severe asthma at baseline, Latinos seem to be more receptive to
participating in the program. However, preliminary findings suggest that the CHW model is effective in both communities. By
6-months, both populations showed significant decreases in health resource utilization and symptom frequency, with minimal
significant differences in effect size by race/ethnicity. Specifically, AAs and Mexicans showed a 2-fold or greater reduction in
daytime symptoms, ED visits, hospital days, and sum of urgent healthcare use. Parental Quality of Life scores also significantly
increased among both populations. A CHW model is an effective means of delivering culturally appropriate asthma education
to children and their families living in disadvantaged urban communities. Although Mexican and AA families differ in their
receptiveness to the model, both groups benefited significantly. This study lends power to critically look at these unique
populations, offering insight into the delivery of culturally appropriate disease management programs.

Associations of Doctor-Diagnosed Asthma with Immigration
in a Sample of Mexican American School Children in Chicago

Kamal Eldeirawi, PhD'; Rob McConnell, MD?; Sylvia Furner, PhD?; Sally Freels, PhD?; Leslie Stayner, PhD?;
Eva Hernandez, MSN?: Lisa Amoruso, MPH#; Shioban Torres, MPH?®; Victoria W. Persky, MD?

"Health Systems Science, College of Nursing, University of Illinois at Chicago, Chicago, IL; ?Department of Preventative
Medicine, University of Southern California, Los Angeles, CA; 3 Division of Epidemiology and Biostatistics, School of
Public Health, University of Illinois at Chicago, Chicago, IL; *Valence Health, Chicago, IL; >American Cancer Society,

Brockton, MA

mong Mexican-Americans in the

United States, children who were
born in the US have higher rates of
asthma than their Mexico-born peers.
We surveyed 2,023 children of Mexican
descent attending Chicago public schools
to examine the associations of
doctor-diagnosed asthma with the
immigration-related variables, country
of birth, age at immigration, and length
of residence in the US. We also
investigated whether these associations
could be explained by factors that may
change with migration. The prevalence
of asthma was significantly higher in
US-born than in Mexico-born
participants (9.74% vs. 4.49%,
respectively). Students born in the US
reported significantly higher prevalence
rates of lifetime history of wheezing,
wheezing in the past year, dry cough at
night due to wheezing, emergency room
visits due to asthma or wheezing,
overnight hospital stay due to asthma or
wheezing, life-time history of ear
infection, history of ear infection in the
first year of life, and parental history of
asthma or allergies, compared to students
born in Mexico. The prevalence of
asthma was 6.86% among Mexico-born
participants who immigrated to the US
before their second birthday, and 3.68%
among those who moved to the US at
age 2 years or older (p =0.0535). In
Mexico-born participants age 11 years or

Odds of Asthma by Country of Birth

and Age at Immigration (n=1733%)

Crude Adjustedt
OR 95% CI OR 95% CI
US-born 2.78 1.65-4.68 3.06 1.80 - 5.21
Mexico-born, moved to US at:
< 2 years old 2.08 1.00-4.34 1.93 0.91 - 4.09
2 years old (reference) 1.00 - 1.00 --

*Analysis was limited to participants whose surveys were completed in Spanish.
Adjusted for age, sex, exposure to animals during pregnancy, regular clinic/doctor,
history of ear infection during infancy and family history of asthma and allergies.

older, 8.28% of participants who resided
in the US for 10 or more years reported
doctor-diagnosed asthma compared with
3.96% of those who resided in the US
for less than 10 years (p = 0.0535). In
multivariate analyses, US-born children
had a 2.42-fold (95% confidence interval
[CI] = 1.52-3.83) increased odds of
doctor-diagnosed asthma compared with
their Mexico-born peers after accounting
for age, sex, maternal exposure to
animals during pregnancy, history of ear
infection in infancy, having a regular
doctor or clinic, and parental history of
asthma or allergies. In addition, the odds
of doctor-diagnosed asthma were higher
in Mexico-born participants who moved
to the US before age 2 years compared
with Mexico-born participants who
moved to the US at age 2 years or older,
(adjusted odds ratio [OR] = 2.03, 95%

CI=0.95-4.34) . In participants age 11
years or older, the adjusted OR for
Mexico-born participants who lived in
the US for 10 years or more as compared
with Mexico-born students who lived in
the US for less than 10 years was 2.37
(95% CI = 1.00-5.65). Among
Mexico-born participants, the prevalence
of doctor diagnosed asthma and other
respiratory symptoms did not
significantly vary between participants
who lived on a farm or in a rural area
during infancy and their counterparts
who lived in an urban area during
infancy. Our findings suggest the
influence of migration and related
environmental factors are potentially
modifiable, especially in early
childhood, on the risk of asthma and
respiratory symptoms.




