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Levocetirizine improves health-related
quality of life and health status in persistent
allergic rhinitis ™
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Health-related Background: Allergic rhinitis is a chronic respiratory disorder with a detrimental
quality of life; impact on health-related quality of life (HRQOL) and health status. Enhancement
Levocetirizine; and maintenance of patient function and well-being are therefore considered
Persistent allergic as essential.

rhinitis; Objective: To determine whether long-term treatment with levocetirizine 5mg
RQLQ; improves HRQOL and health status in persistent allergic rhinitis (PER) patients
SF-36 assessed with RQLQ and SF-36 scales over a 6-month period.

Methods: The Xyzal™ in PER Trial (XPERT™) was a multi-center, double-blind,
parallel-group study. A total of 551 patients were randomized to receive
levocetirizine 5mg or placebo once daily for 6 months and assessed for symptoms,
HRQOL (Rhinoconjunctivitis Quality of Life Questionnaire: RQLQ) and health status
(SF-36). Sensitivity of the RQLQ and SF-36 to disease severity was tested to ensure
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their suitability for use in PER patients. Treatment effect was assessed by means of
repeated measures analyses.

Results: Over the 6-month treatment period, levocetirizine showed statistically
significant improvements over placebo in HRQOL (P <0.001 for all RQLQ domains and
overall scores) and health status (P<0.004 for SF-36 physical and mental summary
scores; P<0.05 for all SF-36 scales). The relative improvement of levocetirizine over
placebo exceeded the predefined clinically meaningful threshold of 30% for all RQLQ
scores and the improvement from baseline was 3 times the established MID for RQLQ.
Conclusion: The RQLQ and SF-36 could be used to measure HRQOL and health status
in PER patients. Long-term treatment with levocetirizine provides sustained

improvement of HRQOL and reduces disease burden in PER patients.
© 2006 Published by Elsevier Ltd.

Introduction

Allergic rhinitis (AR) is a common chronic respira-
tory disease affecting 10-40% of the population
worldwide."? Its prevalence has been increasing
regularly for many years, doubling within 10 years.>
AR is a disease of bothersome symptoms, such as
rhinorrhea, sneezing, nasal congestion, itching of
the nose and/or conjunctivitis and is often asso-
ciated with comorbid disorders including asthma,
chronic sinusitis, otitis media, and lower respira-
tory tract infection.* The management of allergic
rhinitis involves reducing the causes (allergen
avoidance, immunotherapy) and controlling the
manifest symptoms (pharmacotherapy).>® The
first-line treatment for the control of symptoms is
administration of H;-receptor antagonists.’

AR may significantly impair patient’s health-
related quality of life (HRQOL), a component of
overall quality of life that reflects the impact of
disease and treatment on patient’s physical and
emotional functioning and well-being.2'% It has
been recognized as an essential outcome measure
that complements clinical assessments to support
treatment decisions.’'? Since AR can adversely
affect daily activities, sleep patterns, mental and
social functioning, work and school-related perfor-
mance, which consequently result in substantial
social and economic costs,’>"® the enhancement
and maintenance of patients’ HRQOL are consid-
ered as essential in the treatment of AR.

AR was traditionally classified as seasonal (SAR)
and perennial (PAR) allergic rhinitis based on time
of exposure. This classification, however, did not
entirely correspond to the patients’ pattern of AR
symptoms as patients with perennial symptoms
quite often also have seasonal exacerbations and
additionally, not all patients with PAR have symp-
toms present during the whole year.'® To meet
these concerns, the World Health Organization
Initiative on Allergic Rhinitis and its Impact on

Asthma (ARIA, 2001) suggested a new classification
of AR as “intermittent” (IAR) or “persistent” (PER)
based on the frequency and duration of symp-
toms.'” Persistent corresponds to symptoms pre-
sent for more than 4 days a week and for more than
4 weeks, suggesting the presence of chronic
inflammation whereas intermittent corresponds to
symptoms present less than 4 days a week or for
less than 4 weeks. This classification has been
recently validated.'® "

Until recently, the effect of an H;-antihistamine
on HRQOL and health status was not studied in AR
patients diagnosed according to the newly defined
ARIA classification. The Xyzal® in Persistent Rhinitis
Trial (XPERT™) was the first large study investigat-
ing the effects of a modern Hy-antihistamine in the
treatment of PER, as defined by ARIA, over a
6-month period.?® The study compared the impact
of levocetirizine 5mg, a potent new-generation
antihistamine, and placebo on efficacy, safety,
HRQOL (measured using the Rhinoconjunctivitis
Quality of Life Questionnaire: RQLQ) and health
status (measured using the Medical Outcomes
Survey Short Form 36: SF-36). This study showed
that treatment with levocetirizine led to significant
symptom relief and provided a fast and sustained
improvement of the HRQOL and health status in
patients with PER. However, since the primary aim
of the XPERT study was to evaluate the effect of
treatment on symptoms and HRQOL after 4 weeks’
treatment, the individual RQLQ domains and the
SF-36 scales were not presented over the entire
study period.?°

An important aspect of assessments that are
repeated over time, however, is that they may be
dependent on each other. It has been suggested
that repeated assessments over time should be
subjected to analysis using a longitudinal modeling
approach.?' Furthermore, when questionnaires are
used for the first time in a newly defined patient
population, the sensitivity of the questionnaires in
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