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Abstract

The present study reports the results of a post-marketing survey performed from

April 2017 on 2242 enrolled patients, to assess the efficacy and safety of bilastine (Bi-

lanoas Tablets 20mg), a non-sedative second-generation histamine H: receptor antag-

onist in clinical practice.

Adverse reactions were found to occur in 1.1% of total patients (20/1829). Of these,

the priority survey items, namely reactions of the psychological/nervous system were

observed in 0.4% of patients. These included headache in 3 (0.2%) and somnolence in

7 (04%) patients (includes multiple responses). Further, while older patients (>65

years of age) demonstrated adverse reactions and events concerning the psychiatric/

nervous system with a frequency of 1.1% (7/617) and 0.3%, respectively, the same

occurred with a frequency of 1.1% (13/1212) and 05% respectively in patients under

the age of 65.
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In the context of treatment efficacy, the overall rates for general improvement, as
evaluated by a physician two weeks post drug administration were 84.3% for allergic
rhinitis, 74.8% for urticaria, and 65.7% for pruritus associated with skin diseases (ec-
zema/dermatitis, pruritus). These rates were sustained at 84.5%, 79.1%, and 74.9%,
respectively, either 12 weeks post drug administration or at the time of discontinua-
tion. Additionally, the mean change in score was found to decrease in allergic rhinitis,
urticaria, and pruritus associated with skin diseases at all evaluation points (p<0.001
in corresponding t-tests). Older adults, experienced 87.7%, 72.9%, and 71.2% improve-
ment in allergic rhinitis, urticaria, and, pruritus associated with skin diseases (eczema/
dermatitis, pruritus), as evaluated by the physician two weeks post drug administra-
tion. Further, these rates in general improvement were maintained at 90.0%, 86.3%,
and 71.2, respectively, either 12 weeks post drug administration or at the time of dis-
continuation.

The above results imply the non-existence of any major concerns in the context of
safety and efficacy of bilastine usage in clinical practice.

(ZHH : 202247 H13H)
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