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Expert Consensus

Omalizumab: in label for allergic asthma (> 6 years), chronic rhinosinusitis with nasal polyps (CRSWNP) (> 18 years)
and chronic spontaneous urticaria (> 12 years)

Commonly used dosage:

Dosage (allergic asthma and CRSWNP): depends on baseline IgE (IU/ml), measured before the start of treatment,
and body weight. The maximum recommended dose is 600 mg omalizumab every two weeks. Please refer to the
SmPC for further details. Dosage (chronic spontaneous urticaria): 300 mg every four weeks.

Mechanisms of action and efficacy

Most AE patients have elevated serum IgE levels, but the pathogenic role of IgE in AE remains unknown.
The anti-IgE antibody omalizumab has been used with great success for treatment of chronic
spontaneous urticaria (CSU). A recent systematic review and meta-analysis has assessed the preclinical
and trial data regarding omalizumab treatment of AE, which are conflicting.(1)

Omalizumab is licensed for treatment of asthma and CSU, but not for treatment for AE.

Omalizumab is binding free IgE, which leads to immune complexes of IgE and omalizumab. IgE bound
to omalizumab cannot bind to the alpha chain of the high affinity receptor for IgE, thereby inhibiting
its binding to mast cells, basophils and epidermal dendritic cells(2, 3), and subsequent immunological
effects.

There are many case reports and case series,(1) but only few controlled trials studying omalizumab
treatment of AE.(1, 4) In summary, the data show a measurable, but moderate efficacy of omalizumab
for improving signs and symptoms of AE.(1, 5) There is no predictive marker linked to a better clinical
response, and most of the published evidence is of low quality. The safety of omalizumab is very
good(1), but the unpredictable and statistically low efficacy prevents a general recommendation for
omalizumab regarding treatment of AE.

Dosage: acute flare, short term, long term

Adult:

Diffent dosages have been tested in AE patients, ranging from 150-450 mg every 2 weeks or every 4
weeks. A recent systematic review and meta-analysis by Wollenberg et al. found that patients with
lower baseline IgE showed a positive response to treatment with omalizumab compared with patients
with very high-to-extremely high serum IgE.(1)

An older systematic review and meta analysis by Wang et al. also found that IgE serum concentrations
of lower than 700 IU/mL were associated with a better clinical response, compared with IgE
concentrations of 700 to >5000 IU/mL. Age, sex, baseline clinical disease severity, the history of
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concomitant asthma, and the use of 600 mg/month or more of omalizumab showed no significant
association with the clinical results associated with omalizumab use.(6)

Children:

The ADAPT (Atopic Dermatitis Anti-Ige Paediatric Trial) trial evaluated the possible role of
omalizumab in the management of severe paediatric AE with concomitant allergic disease (asthma,
allergic rhinoconjuncitivitis or food allergies) for 24 weeks. The drug dose was determined by baseline
total IgE (range: 30 to 1500 IU/ml), measured before the start of treatment, and body weight (kg) and
calculated using the formula: 0.016 x weight (kg) x total IgE level (kU/I) in 2-4 weekly injections. The
study showed that omalizumab significantly reduced disease severity and improve Qol in paediatric
patients with severe AE and highly elevated IgE levels (median baseline total IgE of 8373 IU/L)
compared with placebo.(4) However, this improvement was below the minimal clinically important
difference for the main outcome (objective SCORAD).

Safety

There is a general consensus about the overall good safety profile of omalizumab with some controlled
studies reporting excellent tolerability up to 4 years. A 2009 revision of data from controlled trials
concluded that incidence of anaphylaxis was 0.14% in omalizumab-treated patients and 0.07% in
control subjects. Of note, no serum-sickness attributable to the drug and no anti-omalizumab
antibodies have been reported to date.(7)

There are no reported interactions of omalizumab with other medications used for AE or other allergic
diseases. If clinically needed, omalizumab may be considered during pregnancy. More attention has
been put over the appearance of gut parasite infections in treated patients, since IgE is an important
player in the host defence against parasitic helminths. A randomized placebo-controlled trial in 137
adult subjects with respiratory allergy at high risk of helminth infection showed a modest increase of
the incidence of parasitism in the active group.(8)

Monitoring

No biochemicals or instrumental exams are reported to be required for the monitoring of the therapy.
IgE levels increase following administration of omalizumab and may remain elevated for up to 1 year
following discontinuation of the drug.
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