
European Respiratory Society
Annual Congress 2013

Abstract Number: 2912

Publication Number: 3540

Abstract Group: 5.3. Allergy and Immunology

Keyword 1: Allergy Keyword 2: Asthma - management Keyword 3: Immunology

Title: Omalizumab in allergic eosinophilic asthma and lung eosinophil numbers: A 78-week randomized
controlled trial

Ratko 12887 Djukanovic r.djukanovic@soton.ac.uk MD 1, Susan J. Wilson 7, Mario 12888 Castro
castrom@DOM.wustl.edu MD 2, Richard 12889 Leigh rleigh@ucalgary.ca MD 3, E.R. 12890 Sutherland
sutherlande@njc.org MD 4, Janice 12911 Canvin janice.canvin@novartis.com MD 5, Guy 12915 Peachey
guy.peachey@novartis.com 5, John 12929 Ackrill john.ackrill@novartis.com 5, Panayiotis 12933 Georgiou
panos.georgiou@novartis.com 5 and Chien-Wei 12940 Chen chien-wei.chen@novartis.com 6. 1

Southampton NIHR Respiratory Biomedical Research Unit, Southampton General Hospital, Southampton,
United Kingdom ; 2 Division of Pulmonary and Critical Care Medicine, Washington University School of
Medicine, St Louis, MO, United States ; 3 Division of Respiratory Medicine, University of Calgary, Calgary,
AB, Canada ; 4 Pulmonary Sciences & Critical Care Medicine, National Jewish Medical and Research
Center, Denver, CO, United States ; 5 Primary Care, Novartis Pharmaceuticals UK Limited, Horsham, West
Sussex, United Kingdom ; 6 Primary Care, Novartis Pharmaceuticals Corporation, East Hanover, NJ, United
States and 7 Histochemistry Research Unit, Southampton General Hospital, Southampton, United Kingdom .

Body: A biopsy study has previously shown significant anti-inflammatory activity of omalizumab (OMA) in
mild asthma, but how these results apply to more severe disease is uncertain. We studied the impact of
OMA on airway inflammation and remodelling in persistent moderate-to-severe allergic eosinophilic asthma.
Patients with allergic asthma and high sputum eosinophils, treated with ICS/LABA, were randomized 2:1 to
OMA or placebo for 78 weeks. Bronchial biopsy was performed at baseline (BL) and end of treatment
(EOT). Primary endpoint was change from BL (∆) in total sub-epithelial eosinophils at EOT. Other outcomes
included ∆ in reticular basement membrane thickness (RBMT) and sub-epithelial IgE levels. Efficacy was
assessed by physician’s Global Evaluation of Treatment Effectiveness (GETE) and clinically significant
exacerbations (CSE). 36 patients (mean age 43.1 years) were recruited (OMA, n=23; placebo, n=13).
Response by GETE was 56.5% for OMA and 25.0% for placebo. Percentage of patients with ≥1 CSE was
26.1% for OMA and 41.7% for placebo. However, there were no significant between-group differences in
primary outcome or RBMT. Sub-epithelial IgE suppression was demonstrated at EOT, but was not
associated with changes in sub-epithelial eosinophil numbers. Consistent with past studies, OMA was
clinically effective in moderate-to-severe allergic eosinophilic asthma, but a relationship between lung
eosinophils and response was not apparent. Although inconclusive, this study questions whether the
efficacy of OMA is independent of eosinophil suppression and suggests that further investigations should
explore other anti-inflammatory mechanisms.
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