Assessment of patient satisfaction with ebastine
fast-dissolving tablets in patients suffering from
allergic rhinitis

Objective: The aim of this study was to assess patient satisfaction with ebastine fast-dissolving tablets
(FDT) using the Treatment Satisfaction Questionnaire for Medication (TSQM). Research, design and
methods: This was an international, multicenter, observational study involving patients with at least 1-year
history of intermittent allergic rhinitis or persistent allergic rhinitis and who had received a prescription
for ebastine FDT (20 mq) in the last 2 months. Investigators collected demographic data, medical history,
a completed TSQM questionnaire, and responses regarding perception of onset of action, intensity of
rhinitis symptoms, tolerability and their preference compared with previous therapy. Results: Validated
TSQM questionnaires were collected from 461 patients and the overall ratings for effectiveness, side
effects, convenience and global satisfaction were all very high for ebastine FDT. A total of 79% of patients
reported a fast or very fast onset of action. On the last day of treatment patients reported a statistically
significant (p < 0.001) improvement in the intensity and relief of symptoms of allergic rhinitis. A total of
95% of patients reported good or very good tolerability with ebastine FDT. Compared with the patient’s
experience with previous therapy, ebastine FDT was considered better or much better for: efficacy (81%),
tolerability (73%), onset of action (79%) and convenience (94%). A total of 94% of patients indicated
that they would like to use ebastine FDT again. Conclusion: Ebastine FDT was associated with a very high
satisfaction rate and significant relief of rhinitis symptoms and, consequently, patients reported a preference
for the FDT formulation over previous antihistamines that they had used.
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Treatment Satisfaction Questionnaire for Medication

Allergic rhinitis is a major IgE-mediated chronic
respiratory disorder that presents as a complex
of nasal, ophthalmic, ear and sinus symptoms
such as nasal congestion, nasal itching, rhinor-
rhea, sneezing and watery/running eyes [1-3]. It
is an extremely common condition, which has
been estimated to affect more than 15% of the
population [4] and it is one of the top ten reasons
for patients visiting their general practitioner [101].
While it is not generally considered a life-threat-
ening condition, the negative impact on patient
quality of life (QoL) is extensive and can impair
the individual’s ability to perform in school or
the workplace, and therefore represents a global
health problem with significant socio—economic
costs [5.6].

Allergic rhinitis has traditionally been subdi-
vided, based on time of exposure, into seasonal
and perennial disease. This subdivision is not
perfect since there are many examples that fall
outside of these definitions. For example, there
are places where pollens and moulds are perennial
allergens (e.g., grass pollen allergy in parts of the
USA) and some symptoms of perennial disease
are not always present all year round (7). In 2001,
the Allergic Rhinitis and its Impact on Asthma
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(ARIA) workshop group, in collaboration with
the WHO, introduced a new classification sys-
tem for allergic rhinitis based on the duration of
symptoms and their severity [7].

The disease is classified as either intermittent
allergic rhinitis (IAR; symptoms are present for
less than 4 days per week or for less than 4 weeks)
or persistent allergic rhinitis (PAR; symptoms are
present for more than 4 days per week and for
longer than 4 consecutive weeks) and the severity
is categorized as either mild (all of the following
items should be present: normal sleep; no impair-
ment of daily activities, sport or leisure; no impair-
ment of work or school; and no troublesome
symptoms) or moderate to severe (one or more of
the following items should occur: abnormal sleep;
impairment of daily activities, sport or leisure;
impaired work or school; or troublesome symp-
toms). This new classification recognizes that
allergic rhinitis is a significant chronic respiratory
disease and supports a stepwise approach to ther-
apy in which second-generation antihistamines
such as ebastine are an important component [s].

Ebastine, a potent and selective H -receptor
antagonist, has been shown to be effective
and well tolerated in the management of the
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symptoms associated with allergic rhinitis,
allergic conjunctivitis and chronic idiopathic
urticaria (CIU) when administered orally once
daily (9-13). Results of a meta-analysis concluded
that 2 weeks’ treatment with ebastine was associ-
ated with a good efficacy profile and decreased
mean rhinitis symptoms scores relating to nasal
discharge, nasal congestion, nasal itching, sneez-
ing and total eye symptoms compared with
baseline values [14].

From the patient’s perspective, rapid relief
of allergic symptoms and the return to normal
routines would be an ideal property for an anti-
histamine used in the treatment of rhinitis. In
this regard, a new fast-dissolving tablet (FDT)
formulation of ebastine has been developed,
using lyophilized powder, and has recently been
launched in several markets. When ebastine
FDT is placed in the mouth, the freeze-dried
structure immediately disintegrates, releasing
the drug, which dissolves or disperses in the
saliva. The saliva containing the dissolved or
dispersed drug is then swallowed and the drug
is absorbed in the normal way. Bioequivalence
studies have confirmed that the ebastine FDT
10 mg and 20 mg tablets disintegrate signifi-
cantly more rapidly than conventional tablets
administered at the same dosages [15].

Given the prevalence of allergic rhinitis and
the fact that it can involve longer-term treat-
ment in patients with PAR or requires fre-
quent intervention in patients with IAR, it is
important that drug therapy is well-accepted
by the patient. This not only includes having
confidence with respect to the efficacy and
safety of the treatment, but also satisfaction
with the formulation per se so that compliance
with therapy does not become a problem. The
aim of the current study was to use the vali-
dated Treatment Satisfaction Questionnaire for
Medication (TSQM) to assess individual satis-
faction and experience following treatment with
ebastine FDT (20 mg) in patients with IAR and
PAR. In addition, for patients who had been
treated for allergic rhinitis before, we evaluated
their perception of the new FDT formulation
and compared this with their experience with
previous antihistamine therapy.

To assess effectiveness, side effects, conve-
nience and global satisfaction with ebastine
FDT we used the TSQM psychometric test.
The scales employed within this test have been
shown to have good internal consistency as indi-
cated by Cronbach’s o coefficients more than
0.80 for all of the dimensions evaluated [16].
The TSQM is a general scale that has proven
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useful for measuring treatment satisfaction in
diseases such as arthritis, asthma, major depres-
sion, Type I diabetes, lipid disorders, hyperten-
sion, migraine and psoriasis. However, to our
knowledge, it has never been used in patients
with allergic rhinitis. Given the importance of
patient-reported outcomes in allergic rhinitis,
TSQM would appear to be an appropriate tool
for estimating treatment satisfaction in this
setting [17-19].

Patients & methods

This was an international, multicenter, obser-
vational assessment of the level of patient sat-
isfaction with ebastine FDT (20 mg) in indi-
viduals with at least a 1-year history of IAR or
PAR. Patients of either sex, aged 18—65 years,
were treated with ebastine FDT (20 mg) once
daily for the management of IAR or PAR. Only
those who had taken the drug for at least 2 weeks
over a 2-month period, and who had signed an
informed consent form, were eligible to enter the
final analysis. The diagnosis of allergic rhinitis
was confirmed by a positive skin prick test or
using a specific IgE test.

Investigators from 43 centers (six from
Belgium, 17 from Mexico and 20 from Spain)
were involved in the study, and it was conducted
according to European and Mexican local law
and regulation. The study was submitted for
approval to the relevant Ethics Committees.
Data Confidentiality was maintained accord-
ing to EU Data Privacy Directive 95/46/EC and
HIPPA Rules for US trials.

All participating patients completed question-
naires to record the following:

Satisfaction/experience with ebastine FDT

using the TSQM;

An assessment of therapy and their willingness
to continue with its use;

Perception of the speed of onset of action;
Evaluation of tolerability;
Evaluation of patient preference;

An assessment of intensity and relief of
clinical symptoms.

The TSQM was completed in the local lan-
guage and the questionnaire was developed from
the English version using the principles of good
practice for the translation and cultural adaptation
of patient-reported outcome measures [20].

At the time of the interview the following
were also recorded: demographic data, medical
history and a physical examination.
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The TSQM questionnaire includes 14 items
covering the following dimensions: ‘side effects’
(five items), ‘effectiveness’ (three items), ‘con-
venience’ (three items) and ‘global satisfaction’
(three items). The TSQM contains two types
of questions: those requiring a ‘yes/no’ answer
and others requiring the patient to respond on a
five- or seven-point Likert scale. The TSQM is
scored by dimensions, with the minimum score
for each dimension being zero and the maxi-
mum being 100. Higher scores correspond to
greater satisfaction with medication.

The patient’s perception of onset of action was
evaluated in relation to the response to the ques-
tion: “Taking into account how long it took to
relieve your symptoms, how would you rate the
onset of action of the study medication” (very
fast, fast, regular, slow or very slow).

The intensity of clinical symptoms of aller-
gic rhinitis were recorded on the first and last
days of treatment by asking questions relating
to their severity (i.e., none, mild, moderate or
severe) and likewise for symptom relief (no relief,
mild relief, moderate relief, great relief or total
relief/no symptom at all).

The number of days ebastine FDT was
used over a 2-month period was recorded and
patients were included in one of the following
four groups: 7-15 days, 16-30 days, 31-45 days
or 46—60 days.

Overall tolerability with the study medica-
tion was evaluated and rated by the investiga-
tor (very good, good, regular, bad or very bad),
and also by asking the patient general open
safety questions.

For patients with previous experience of using
an oral antihistamine their treatment prefer-
ence was assessed by asking a series of questions
regarding how well ebastine FDT compared with
previous treatment with respect to efficacy, toler-
ability, onset of action and convenience (much
better, better, the same, worse or much worse).

Statistical analyses

The minimum sample size needed for this study
was estimated from information regarding the
psychometric validation of the TSQM (pri-
mary variable) [16]. Using a standard deviation
of 22.6, which was obtained during the psycho-
metric validation of the TSQM scale, and an
a risk of 5%, it was calculated that 161 valid
patients were required per group (IAR and
PAR) to estimate the TSQM with a precision
of 3.5 units. Assuming that 20% of the data
would be incomplete or invalid, a total sample
size of 200 patients or more per group was
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therefore considered necessary to scientifically
assess patient satisfaction using the TSQM. The
valid population for analysis was defined as those
patients meeting the inclusion/exclusion criteria
and who completed the TSQM questionnaire.
The safety population consisted of all patients
taking at least one dose of ebastine FDT.

Assessments were undertaken for the global
population, as well as the IAR and PAR sub-
groups, and descriptive analyses were completed
for demographic characteristics (gender and age)
and clinical history (comorbidities, concomitant
medication and allergic symptoms). Frequency
tables were computed for nominal variables, and
central trend and dispersion statistics for contin-
uous variables. Patient satisfaction with medica-
tion was assessed by estimating the 95% interval
of the mean score for each TSQM dimension,
and a one-way analysis of variance (ANOVA)
was used to compare differences. Differences in
symptom intensity and relief between the first
and last days of treatment were evaluated using
the Bowker test and correlations between symp-
tom intensity and TSQM were evaluated using
the Spearman correlation coefficient. The per-
ception of onset of action, the use of medication,
symptom intensity and symptom relief, patient
preferences and use of concomitant medication
were assessed using frequency tables, with results
expressed as percentages.

Results
All 508 patients (mean age 35.5 years, 62.3%
females, 274 TAR and 234 PAR) recruited into
the study were evaluated for safety. However,
47 patients were excluded from the efficacy ana-
lysis primarily (n = 45) as a result of taking pro-
hibited medication. Thus, the final efficacy pop-
ulation was 461 patients: 251 in the IAR group
(98 from Spain, 137 from Mexico and 16 from
Belgium) and 210 in the PAR group (80 from
Spain, 113 from Mexico and 17 from Belgium).
With regard to the use of the study medica-
tion, nearly half of the study patients (49.2%)
took ebastine FDT for 16-30 days, 20.6% for
7-15 days, 12.1% for 31-45 days, 11.7% for
46—60 days and 6.3% for more than 60 days.
There were no statistically significant differences
between the IAR and PAR groups with regards
the number of days that ebastine FDT was
taken. TSQM results were analyzed according to
the four dimensions: effectiveness, side effects,
convenience and global satisfaction (Ficure 1).
For the ‘effectiveness’ dimension IAR patients
achieved higher overall scores than did PAR
patients. Generally, there were no statistically
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TSQM scale

Effectiveness Side effects

95.4 95.1 95.3

88.5 87.287.9

79.9 47 78.6

Convenience Global
satisfaction

I M IAR I PAR M Total

Figure 1. Treatment Satisfaction Questionnaire for Medication scale. Results by dimension.
IAR: Intermittent allergic rhinitis; PAR: Persistent allergic rhinitis; TSQM: Treatment Satisfaction

Questionnaire for Medication.

significant differences in the results categorized
according to the number of days that ebastine
FDT had been taken, except in the IAR group
where higher scores were recorded for patients
who had taken ebastine FDT for 46—-60 days
compared with patients who had taken the
antihistamine for 16-30 days (p = 0.024).
The results by country showed no significant
differences in the Spanish or Belgium popu-
lations, whereas in the Mexican population
effectiveness ratings were significantly higher
in patients who had consumed ebastine FDT
for 46-60 days compared with those who
had taken the antihistamine for 16-30 days
(p = 0.006 for the global group and p = 0.014 for
the IAR group) and who had consumed ebas-
tine FDT for 46—60 days compared with those
who had taken the antihistamine for 7-15 days
(p < 0.001 for the global group and p = 0.007
for the IAR group).

With regards to the ‘side effects’ dimension,
there were no statistically significant differences
in tolerability in any of the analyses (i.e., in the
global, IAR and PAR study populations, by
country or by length of treatment).

For the ‘convenience’ dimension, the over-
all scores were generally very high (~90 out of
100) and there were no significant differences
between the IAR or PAR groups. With regard
to the analysis of duration of treatment, patient
perception was higher in the global population
for those in the 16-30-day group compared
with those in the 7-15-day group (p = 0.012).
Likewise in the IAR group patient perception
of convenience was higher in patients who
took the drug for 46—60 days compared with

those who took it for 7-15 days (p = 0.004).
The results by country showed no significant
differences in the Spanish or Belgium popula-
tions. However, in the Mexican population the
perception of convenience with ebastine FDT
treatment was generally higher in patients who
had taken the antihistamine for longer periods.
For example, in the global population, patients
who had taken ebastine FDT for 4660 days
rated it significantly more highly than patients
who had taken it for 7-15 days (p < 0.001) or
16-30 days (p = 0.006). Similarly, statistically
significant results were noted in the IAR group
with patients who took the drug for 46—60 days
rating it most highly (p < 0.001 vs 7-15 days).

Finally, with regards to the ‘global satisfaction’
dimension, there were no differences in ratings
based on length of treatment in the global or
PAR populations, but patients with IAR taking
ebastine FDT for 46—60 days had a significantly
(p = 0.004) higher rating than patients taking
the drug for 16-30 days. The results by country
showed no significant differences in the Spanish
and Belgian populations. However, Mexican
patients who took ebastine FDT for 46—60 days
rated the treatment significantly higher (p < 0.001
vs 7-15 days and p = 0.003 vs 16-30 days) in the
global group and (p < 0.001 vs 7-15 days and
p = 0.009 vs 16-30 days) in the IAR group.

An assessment of the correlation between
the intensity of symptoms and TSQM ratings
using the Spearman correlation coefficient
demonstrated a weak relationship between
these two parameters. This is despite the fact
that the majority of symptoms were significantly
improved by the end of treatment.
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Concerning the perception of onset of action
of ebastine FDT, the majority of patients in the
global group reported a fast (52.8%) or very fast
(26.3%) onset of action and this was also the
case for the IAR and PAR subgroups (Ficure 2).
In terms of rank order the percentage of patients
who reported a fast or very fast onset of action
was 66.7, 76.5 and 82.7%, in Belgium, Spain
and Mexico, respectively. Interestingly, virtu-
ally all of the patients indicated that they would
like to use ebastine FDT in the future (94, 95
and 94%, in the global, IAR and PAR groups,
respectively). In Spain and Mexico, the percent-
age of patients wanting to use the product again
was in excess of 90% for all groups whereas in
Belgium the rates were slightly lower, but still
exceeded 75%.

Results relating to the intensity of rhinitis
symptoms on the first and last days of the study
are presented in Tasie 1. Statistically significant
improvements were recorded for all symptoms
on the last day of treatment. Sneezing and
rthinorrhea were reduced in 87% of patients,
while itching, nasal obstruction and ocu-
lar pruritus were lower in 83, 76 and 68% of
subjects, respectively.

The level of symptom relief with ebastine
FDT was significantly higher by the final day
of treatment (Taste 2). Statistically significant
improvements were observed for all symp-
toms following treatment with ebastine FDT:
relief from sneezing, rhinorrhea, itching, nasal
obstruction and ocular pruritus was recorded in
74,70, 66, 64 and 64% of patients, respectively.

An evaluation of patient’s preference regard-
ing ebastine FDT compared with their previ-
ous experience with other oral antihistamines
demonstrated that it was always rated higher
in the global population. Efficacy was rated

Total

PAR

IAR

as much better or better by 81% of patients,
tolerability was rated as much better or better
by 73% of patients, onset of action was rated
as much better or better by 79% of patients,
and finally convenience of treatment was rated
as much better or better by 94% of patients
(Ficure 3). Ebastine FDT was also rated as much
better or better for the IAR and PAR subgroups
of patients, and for each country population
(Spain, Mexico and Belgium).

Overall tolerability with the ebastine FDT
was rated as very good or good in 95% of those
treated (68 and 27%, respectively). The findings
were very similar in the IAR (70 and 25%, respec-
tively) and PAR (65 and 30%, respectively) popu-
lations (Fieure 4). An analysis by country demon-
strated that the tolerability of ebastine FDT was
rated very good or good in greater than 90% of
patients for all groups treated in Spain, Mexico
and Belgium. In the safety evaluation, 8% of
patients reported an adverse event related to ebas-
tine therapy. The most frequent reported adverse
events were sleeping disorders (6% of patients)
and dry mouth or dry mucosa (2%).

Discussion

There is little doubt that allergic rhinitis results
in significant impairment of QoL. In addition
to classical symptoms such as sneezing, nasal
pruritus, congestion and rhinorrhea, it is recog-
nized that allergic rhinitis can profoundly impact
many aspects of everyday life and patients may
be affected by poor sleeping patterns, emotional
problems, impairment of physical and mental
functioning, and disturbances in daily activi-
ties [1,21]. As such, it is a common chronic condi-
tion that has a significant negative impact on gen-
eral health, comorbid illnesses, and productivity.
The socio—economic costs are enormous.

0 20 40

60 80 100

Response (% patients)

Very slow Slow

Regular Fast M Very fast

Figure 2. Assessment of the patient’s perception of onset of action.
IAR: Intermittent allergic rhinitis; PAR: Persistent allergic rhinitis.
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According to current ARIA guidelines
second-generation antihistamines represent
a first-line treatment option for patients with
allergic rhinitis [22]. When prescribing oral
antihistamines, healthcare providers need to
consider not only the clinical efficacy and pos-
sible side effects associated with treatment, but
also the potential to improve QoL [1.6.23.24].
Despite numerous treatment options available
to the physician, it is enlightening that 60% of
all allergic rhinitis patients in a recent Asthma
and Allergy Foundation of America (AAFA)
survey responded that they were ‘very inter-
ested’ in finding a new medication and 25%
were ‘constantly’ trying different medications
to find one that ‘works’ [19]. To alleviate their
condition, patients are frequently self-adjusting
their treatment regimen of over-the-counter and
prescription medications because of a lack of effi-
cacy, deterioration of efficacy, lack of 24-h relief
and/or bothersome side effects [5].

The main purpose of the current study was to
evaluate patient satisfaction with ebastine FDT
(20 mg) using the generic and validated TSQM
questionnaire [20]. Overall results for ebastine
FDT on the TSQM were very favorable compared
with results from a previously published study
that involved 344 outpatients suffering from a
number of different pathologies and treated with
different drugs over a 4-week period [25]. The ear-
lier study had a similar distribution of patients
with acute and chronic disorders and, as in the
current study, the majority of patients were still
receiving treatment for their underlying disease.
Whilst historical comparisons are fraught with
problems it is encouraging that for all dimensions
the satisfaction scores for ebastine FDT were
higher than those previously reported [25]. Thus,
the overall satisfaction score was 78.6 versus 72.1
while the scores for effectiveness (74.2 vs 69.0),
side effects (95.3 vs 93.6), and convenience (87.9
vs 81.4) all favored ebastine FDT.

Table 1. Intensity of symptoms of allergic rhinitis on the first and last days of treatment with ebastine

fast-dissolving tablets.

Symptoms

Sneezing

Rhinorrhea

Nasal obstruction

Itching

Ocular pruritus

Categories

Missing
None
Mild
Moderate
Severe
Missing
None
Mild
Moderate
Severe
Missing
None
Mild
Moderate
Severe
Missing
None
Mild
Moderate
Severe
Missing
None
Mild
Moderate
Severe

First day
IAR PAR Total
(n [%]) (n [%]) (n [%])
0 2 2
15 (6) 10(4.8) 25(5.4)
53 (21.1) 34 (16.3) 87 (19)
117 (46.6) 89 (42.8) 206 (44.9)
66 (26.3) 75 (36.1) 141 (30.7)
0 1 1
8(3.2) 2(1) 10(2.2)
44 (17.5) 35(16.7) 79 (17.2)
124 (49.4) 86 (41.1) 210 (45.7)
75 (29.9) 86 (41.1) 161 (35)
0 1 1
16 (6.4) 13(6.2) 29 (6.3)
55 (21.9) 42 (20.1) 97 (21.1)
111 (44.2) 82(39.2) 193 (42)
69 (27.5) 72 (34.4) 141 (30.7)
1 7 8
22 (8.8) 12 (5.9) 34 (7.5)
52 (20.8) 40 (19.7) 92 (20.3)
103 (41.2) 83 (40.9) 186 (41.1)
73(29.2) 68 (33.5) 141 (31.1)
3 13 16
64 (25.8) 49 (24.9) 113 (25.4)
65 (26.2) 47 (23.9) 112 (25.2)
67 (27) 55 (27.9) 122 (27.4)
52 (21) 46 (23.4) 98 (22)

IAR: Intermittent allergic rhinitis, PAR: Persistent allergic rhinitis.

Last day
IAR PAR Total
(n [%]) (n [%]) (n [%])
3 2 5
157 (63.3) 113 (54.3) 270(59.2)
70 (28.2) 74 (35.6) 144 (31.6)
19(7.7) 20(9.6) 39 (8.6)
2(0.8) 1(0.5) 3(0.7)
2 2 4
153 (61.4) 104 (50) 257 (56.2)
67 (26.9) 79 (38) 146 (31.9)
26 (10.4) 21 (10.1) 47 (10.3)
3(1.2) 4(1.9) 7(1.5)
1 1 2
114 (45.6) 71 (34) 185 (40.3)
96 (38.4) 92 (44) 188 (41)
30(12) 45 (21.5) 75 (16.3)
10 (4) 1(0.5) 11(2.4)
2 5 7
166 (66.7) 122 (59.5) 288 (63.4)
64 (25.7) 65 (31.7) 129 (28.4)
16 (6.4) 15 (7.3) 31(6.8)
3(1.2) 3(1.5) 6(1.3)
4 13 17
193 (78.1) 140 (71.1) 333 (75)
42 (17) 47 (23.9) 89 (20)
9(3.6) 7(3.6) 16 (3.6)
3(1.2) 3(1.5) 6(1.4)
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Table 2. Level of symptom relief in patients with allergic rhinitis on the first and last days of treatment with

ebastine fast-dissolving tablets.

Symptoms Categories First day
IAR PAR Total IAR
(n [%]) (n [%]) (n [%]) (n [%])
Sneezing Missing 0 1 1 0
No relief 14 (5.9) 18 (9.1) 32 (7.4) 3(1.3)
Mild relief 48 (20.3) 49 (24.9) 97 (22.4) 11(4.7)
Moderate relief 77 (32.6) 54 (27.4) 131 (30.3) 30 (12.7)
Great relief 87 (36.9) 60 (30.5) 147 (33.9) 65 (27.5)
Total relief 10 (4.2) 16 (8.1) 26 (6) 127 (53.8)
Rhinorrhea Missing 0 0 0 3
No relief 15(6.2) 18 (8.7) 33 (7.3) 4(1.7)
Mild relief 56 (23) 58 (28) 114 (25.3) 14 (5.8)
Moderate relief 74 (30.5) 55 (26.6) 129 (28.7) 29 (12.1)
Great relief 83(34.2) 58 (28) 141 (31.3) 69 (28.8)
Total relief 15 (6.2) 18 (8.7) 33(7.3) 124 (51.7)
Nasal obstruction Missing 0 0 0 2
No relief 34 (14.5) 29 (14.8) 63 (14.6) 15 (6.4)
Mild relief 67 (28.5) 69 (35.2) 136 (31.6) 31(13.3)
Moderate relief 75 (31.9) 46 (23.5) 121 (28.1) 45 (19.3)
Great relief 43 (18.3) 42 (21.4) 85(19.7) 68 (29.2)
Total relief 16 (6.8) 10 (5.1) 26 (6) 74 (31.8)
Itching Missing 1 1 2 2
No relief 10 (4.4) 15(7.9) 25 (6) 4(1.8)
Mild relief 40 (17.6) 41 (21.6) 81(19.4) 12 (5.3)
Moderate relief 63 (27.8) 42 (22.1) 105 (25.2) 27 (11.9)
Great relief 97 (42.7) 73(38.4) 170 (40.8) 59 (26.1)
Total relief 17 (7.5) 19 (10) 36 (8.6) 124 (54.9)
Ocular pruritus Missing 1 1 2 3
No relief 11 (6) 15(10.2) 26 (7.9) 6(3.3)
Mild relief 36 (19.7) 36 (24.5) 72 (21.8) 13(7.2)
Moderate relief 45 (24.6) 30(20.4) 75(22.7) 17 (9.4)
Great relief 70(38.3) 43 (29.3) 113 (34.2) 40 (22.1)
Total relief 21 (11.5) 23 (15.6) 44 (13.3) 105 (58)
IAR: Intermittent allergic rhinitis; PAR: Persistent allergic rhinitis.
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Last day

PAR

(n [%])
1

2(1)

11 (5.6)
27 (13.7)
66 (33.5)
91 (46.2)
1

4(1.9)
20 (9.7)
27 (13.1)
57 (27.7)
98 (47.6)
0

8(4.1)
34 (17.3)
49 (25)
46 (23.5)
59 (30.1)
1

7 (3.7)

11 (5.8)
22 (11.6)
52 (27.4)
98 (51.6)
1

4(2.7)
9(6.1)
19(12.9)
32 (21.8)
83 (56.5)

Total

(n [%])

1

5(1.2)

22 (5.1)
57 (13.2)
131 (30.3)
218 (50.3)
4

8(1.8)

34 (7.6)
56 (12.6)
126 (28.3)
222 (49.8)
2

23(5.4)
65 (15.2)
94 (21.9)
114 (26.6)
133 (31)

3

11 (2.6)
23 (5.5)
49 (11.8)
11 (26.7)
222 (53.4)
4

10 (3)

22 (6.7)
36 (11)

72 (22)
188 (57.3)

In many patients with allergic rhinitis, symp-
toms of the disease can be particularly bother-
some and rapid relief is an important clinical
objective. Consequently, a fast onset of action
would be advantageous and would represent an
important clinical benefit for patients, and this
should be taken into account by physicians and
other healthcare professionals who provide treat-
ment advice for patients with rhinitis [17.26,27].
Patient perception of a faster onset of action with
ebastine FDT has been documented in both a
cross-sectional, multicenter study conducted in
IAR and PAR patients who were consumers of
oral antihistamines and who changed to ebas-
tine FDT during the previous week, and also
in an international study assessing the preferred
attributes of ebastine FDT in patients with an

allergic disorder [28.29]. In these studies ebastine
FDT was perceived by patients as having a fast
onset of action, thus increasing their satisfaction
with treatment. Similar findings were demon-
strated in the present study, where 79% of the
patients considered ebastine FDT better or much
better owing to its fast onset of action.

The combination of high ratings for all
aspects related to convenience, together with the
high levels of overall satisfaction and the fast
onset of action attributed to the product clearly
explain the reason why almost all patients were
interested in continuing treatment with ebas-
tine FDT. These results are consistent with find-
ings from previous studies with ebastine FDT
(28-30). For example, the acceptance and prefer-
ence for the new fast-dissolving formulation was
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Efficacy Tolerability
Total ] | Total [ ] |
PAR ] ] PAR ] 1
IAR I | IAR I
I I I I | I I ] I I
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Much better = Better The same Worse ® Much worse Much better = Better The same Worse ™ Much worse
Onset of action Convenience
Total I 1 Total I |
PAR I | PAR I
IAR | | IAR 1
T T T T T T T T [ 1
0 20 40 60 80 100 0 20 40 60 80 100

Response (% patients)

Much better = Better

The same

Worse ® Much worse

Much better = Better

Response (% patients)

The same Worse ™ Much worse

Figure 3. Assessment of the patient’s preference for ebastine fast-dissolving tablets over previous therapy.
IAR: Intermittent allergic rhinitis; PAR: Persistent allergic rhinitis.

evaluated in an international market research
study using placebo formulations of ebastine
FDT and the conventional product, and high-
lighted a clear preference of subjects for the FDT
formulation (83%) in all the countries analyzed
(64.3% in Germany, 88.7% in Italy and 96.5%
in Mexico) [30].

Tolerability rating

Total e
PAR .
IAR ]
I I I I 1
20 40 60 80 100

Response (% patients)

I Very good ® Good Regular © Bad M Very bad

Figure 4. Overall tolerability of ebastine fast-dissolving tablets.
IAR: Intermittent allergic rhinitis; PAR: Persistent allergic rhinitis.

In conclusion, the new ebastine FDT for-
mulation was rated very highly by patients
with IAR or PAR as reflected by significantly
improved satisfaction and convenience ratings
on the TSQM at the end of treatment, and these
were associated with a marked reduction in the
severity of rhinitis symptoms. This resulted in
the new formulation being preferred by the
patients included in this study over antihista-
mines that they had previously used, and an
overall positive reaction regarding wanting to
use ebastine FDT to treat future episodes of
allergic rhinitis.
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