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URTICARIA, ANGIOEDEMA

MORE PATIENTS TREATED WITH LIGELIZUMAB
ARE ANGIOEDEMA-FREE COMPARED WITH
OMALIZUMAB: RESULTS OF A PHASE I
CLINICAL TRIAL

Ana Giménez-arnau” - Gordon Sussman® - Marcus Maurer® - Eva Hua® - Kenneth
Kobayashi® - Reinhold Janocha © - Thomas Severin® - Maria-magdalena Balp”

Hospital Del Mar-imim, Dermatology Department, Barcelona, Spain” - University Of
Toronto, Division Of Allergy And Clinical Immunology, Toront, Canada® - Charité -
Universitdtsmedizin Berlin, Department Of Dermatology And Allergy, Berlin, Germany @ .
Shanghai Novartis Trading Ltd., Biostatistics, Shanghai, China® - Novartis
Pharmaceuticals Co., Clinical Development, East Hanover, United States ® - Novartis
Pharma Ag, Global Drug Development, Basel, Switzerland© - Novartis Pharma Ag, Patient
Access, Basel, Switzerland "/

Introduction: Angioedema in chronic spontaneous urticaria (CSU) can cause substantial
health-related quality of life impairment. Ligelizumab, a next generation high affinity
humanized monoclonal anti-IgE antibody, was examined in a Phase 2b dose-finding study
in patients with CSU inadequately controlled by H1-antihistamines alone or in combination
with H2-antihistamines and/or leukotriene receptor antagonists.

Objective: This analysis specifically investigated the impact of ligelizumab treatment (72
and 240 mgq) versus placebo and omalizumab (300 mg) on angioedema occurrence.

Materials and Methods: Eligible patients aged 18-75 years received subcutaneous
ligelizumab 72 or 240mg, omalizumab 300mg, or placebo every 4 weeks for 5
administrations, as add-on therapy to their background medication. Angioedema
occurrence was recorded by patients in the Urticaria Patient Daily Diary starting 7 days
before the baseline visit; at all visits it is reported for the previous 7 days.

Results: At baseline, angioedema was reported by 47.6% (n=40/84), 45.9% (n=39/85),
52.9% (n=45/85) and 58.1% (n=25/43) of patients randomized to ligelizumab 72 and
240mg, omalizumab and placebo, respectively. At Week 4, ligelizumab 72 and 240mg
achieved greater changes from baseline of -30.9% and -31.1%, respectively, compared with
-24.0% with omalizumab and -12.9% with placebo. At Week 12, changes from baseline
were -35.1% and -40.8% for ligelizumab 72 and 240mg, respectively and -29.2% for
omalizumab and -26.4% for placebo. These results are also reflected in the proportion of
patients who were angioedema-free throughout the treatment period. At Week 12, 87.5%
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and 94.9% of patients treated with ligelizumab 72 and 240mg were angioedema-free,
respectively, compared with 76.3% for omalizumab and 68.3% for placebo.

Conclusions: Ligelizumab achieved greater reductions in the percentage of patients
reporting angioedema compared with omalizumab and placebo. Ligelizumab 240mg
achieved the highest percentage of angioedema-free patients and this benefit was
sustained throughout the treatment period.
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