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ABSTRACT

Background: One of the factors affecting compli-
ance is the pharmaceutical formulation used. Many
patients find it difficult to swallow tablets or cap-
sules. The fast dissolving tablet (FDT) formulation
could help to enhance patient compliance, because
of its ease of administration and because no liquid is
required to help intake.

Material and methods: A survey was conducted
in patients diagnosed with allergic rhinitis or dermati-
tis (positive skin tests and/or specific IgE) and ur-
ticaria to asses the degree of acceptance of and pref-
erence for an FDT formulation.

Results: Of the 7,686 patients who participated in
the survey, 90 % considered the initial flavor and
83 % considered the aftertaste to be very or quite
satisfactory, 95 % were very satisfied with the disin-
tegration time, 79 % were very satisfied with the
form, 82 % with the size, 72 % with the packaging
and 78 % with the instructions for use. Ninety-three
percent considered that being able to take the drug
at any time or place was very important or fairly im-
portant. Ninety-four percent considered the ease of
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use to be much better or better. If given the choice,
93 % would choose an FDT formulation. Eighty-eight
percent of the patients would like to change their cur-
rent antihistaminic drug for a new allergy drug in an
FDT formulation.

Conclusions: Most of the patients were highly sat-
isfied with the characteristics of the FDT formulation
and would choose it for the treatment of their aller-
gies.

Key words: Allergic dermatitis. Allergic rhinitis.
Compliance. Fast dissolving tablet. Satisfaction.

INTRODUCTION

Experience in other countries in which patients
have more to say in their healthcare decisions leads
us to believe that reasonably involving patients in
their healthcare decisions helps to enhance their
self-care commitment and thus to increase thera-
peutic compliance and efficiency. A well informed pa-
tient makes more efficient use of healthcare re-
sources’2. According to a study published in BMJ?,
doctor-patient dialogue is particularly advisable when
the patient has to receive preventive treatment, in
which case the patient should express his/her prefer-
ences before deciding which treatment to apply.

In a study* obtaining the opinions of Spanish physi-
cians concerning the factors affecting drug prescrip-
tions, the importance given to the patient’s opinion
or preference and the use of different pharmaceuti-
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cal forms, 78.5 % of the doctors stated that it is con-
venient for the patient to choose between alternative
pharmaceutical forms of the same active substance.
96.2 % of them claimed that taking the patient’s opin-
ion into account increases therapeutic compliance,
and 95.8 % considered that it improves satisfaction
with treatment. 73.5 % believed that it enhances tol-
erability to treatment and 40.7 % that it increases its
efficacy. In general, the pharmaceutical formulation
most highly valued by these doctors was the fast dis-
solving formulation (FDT), which was described as
having a faster onset of action and being easy to use.

For conditions where treatments with FDT formu-
lations are already available, there are studies show-
ing that patients prefer these formulations to oral
tablets®.

According to different papers, from 26 % to
50 %57 of patients find it difficult to swallow regular
oral drug presentations (tablets, capsules, etc.). The
most affected are paediatric and geriatric patients or
patients with swallowing problems.

With regards to therapeutic compliance, it has
been seen that long-term medications are associated
to greater non-compliance than short-term treat-
ments?,

From the above, we can see that a fast dissolving
pharmaceutical form could help to increase patient
compliance, in view of its ease of administration,
since they do not need to be taken with liquid like
conventional formulations.

The purpose of this study was to identify the de-
gree of acceptance of a fast dissolving oral formulation
(FDT) by allergic patients eligible for treatment with an-
tihistamines. We also evaluated the expected re-
sponse to this formulation with no active substance.

MATERIAL AND METHODS

Market research, cross-sectional, multicentre
study conducted throughout Spain. All the patients
visiting the doctor for reasons related to their allergic
conditions were selected. The selection criteria
were: patients of 18 years of age or more, diagnosed
with allergic rhinitis, dermatitis or conjunctivitis (pos-
itive skin tests and/or specific IgE) and urticaria who
signed the informed consent form.

A brief summary of the patient’s clinical history
was collected: year of birth, gender, occupational sta-
tus, diagnosis and current treatment (antihistamines
and others). Subsequently, all the patients took, dur-
ing the visit, a sample of a fast dissolving tablet with
no active substance (placebo), with the same charac-
teristics as a future presentation of Ebastine in a fast
dissolving tablet.
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The physician asked some questions about the
product and recorded the information on a complete-
ly anonymous questionnaire. Among other aspects,
it included an assessment of the degree of satisfac-
tion with different aspects of the fast dissolving
tablet formulation (very satisfactory, quite satisfacto-
ry, indifferent, quite unsatisfactory and very unsatis-
factory), an assessment of the importance of differ-
ent aspects of the formulation (very important, quite
important, indifferent, not very important and not im-
portant), the response expectancy generated by the
new formulation (much better, better, the same,
worse and much worse), satisfaction with the cur-
rent antihistaminic treatment (very satisfied, quite
satisfied, indifferent, not very satisfied, very unsatis-
fied or I am not currently taking anything) and an as-
sessment of the convenience of the treatment with
the new formulation (very convenient, convenient, in-
different, inconvenient, very inconvenient).

The purpose of the study was descriptive, so the
results are expressed in form of percentages for
each of the variables considered, except for age,
which was measured as mean and standard devia-
tion (SD).

RESULTS

The total number of assessed patients who com-
plied with the study criteria was 8144. 3575 of them
were men (43.90 %) and 4505 were women (55.32 %).
The mean age of the patients was 41.21 + 14.37
(table ).

The most common diagnosis was rhinitis (n = 5764,
70.78 %), followed by conjunctivitis (n=2277;
27.96 %), dermatitis (n = 1601; 19.66 %) and urticaria
(n=1480; 18.17 %). Patients could have a single al-
lergic condition (n = 5432; 66.7 %), two (n = 2295;
28.2 %), three (n = 300; 3.7 %) or four (n = 50; 0.6 %)
allergy diagnoses. The most common symptoms
were sneezing (n = 4922; 60.44 %), followed by rhi-
norrhea (n = 4690; 57.59 %) (table ).

In relation to the treatment received, 31.91 %
(n =2599) of the 8144 patients were not receiving
antihistamines upon inclusion, whereas 67.44 %
(n = 5492) were receiving pharmacological treatment
with an antihistamine (table I). Of those receiving an-
tihistamines, 72.3 % (n = 3972) only used an oral pre-
sentation, 2.7 % (n = 150) only used a topical pre-
sentation, and 6.3 % (n = 346) used oral + topical
presentations; this information was not obtained in
18.7 % (n = 1024) of the cases.

In relation to other, non-antihistaminic, treatment
being taken by the patients, 35.03 % (n = 2853) of
them were receiving treatment with nasal corticoids,
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Table |
Description of the sample
Men Women Missing Total

Gender 3575 (43.90 %) 4505 (55.32 %) 64 (0.79 %) 8144 (100 %)
Age 40.92 £ 14.09 41.40+14.57 - 41.21+£14.37

Rhinitis Dermatitis Urticaria Conjunctivitis Missing
Diagnosis? 5764 (70.78 %) 1601 (19.66 %) 1480 (18.17) 2277 (27.96 %) 67 (0.82 %)

Sneezing Rhinorrhea Nasal itching 'Nasal .
congestion/obstruction
Symptoms® 4922 (60.44 %) 4690 (57.59 %) 3861 (47.40 %) 3689 (45.29 %)
With antihistamine drug No antihistamine drug Missing Total

Treatment 5492 (67.44 %) 2599 (31.91 %) 53 (0.65 %) 8144 (100 %)

Results expressed in number of individuals (n) and percentage of the total (%), except for age, which is expressed in years + SD.
sEach patient could present 1, 2, 3 or 4 allergy diagnoses. "Each patient could present 1, 2, 3, 4 or more allergy symptoms.

12.54 % (n = 1021) with cutaneous corticoids and
7.34 % (n = 598) with other treatments.

The results of the survey on the fast dissolving
tablet (FDT) formulation refer to the 7686 (92.81 %)
of the 8144 included subjects, who claimed to have
tried the new formulation.

81.63 % (n = 6274) of the participants found no dif-
ficulties when opening the blister, whereas 15.87 %
(n'=1220) said that they had had problems.

When assessing the degree of satisfaction of the
participants with each of the aspects of the fast dis-
solving tablet (FDT) formulation (table Il), it was
found that 90.44 % of the participants considered
that the initial flavour and 83.12 % that the aftertaste

was very or quite satisfactory. 95.53 % were either
very or quite satisfied with the dissolving time.
78.64 % were very satisfied with the shape, 81.72 %
with the size, 72.22 % with the packaging and
78.23 % with the instructions for use.

7487 patients answered the question about
whether they had difficulties swallowing medication,
of whom 79.07 % (n = 6077) said they usually had no
difficulties, whereas 18.35 % (n = 1410) said that
they had difficulties (fig. 1).

As for problems swallowing medication without
water, of the 7451 participants who answered the
question, 46.94 % (n = 3608) said that they had not
ceased to take their medication because there was

Table Il

Assessment of the degree of satisfaction with different aspects of the FDT formulation

Very satisfactory Quite satisfactory  Indifferent  Quite unsatisfactory Very unsatisfactory  Missing Total
Initial flavour 3315(43.13%) 3636 (47.31%) 655 (8.52 %) 47 (0.61 %) 10(0.13%) 23 (0.30 %) 7686 (100 %)
Aftertaste 2562 (33.33%) 3827 (49.79%) 1149 (14.95 %) 93 (1.21 %) 11(0.104 %)  44(0.57 %) 7686 (100 %)
Dissolving time 4925 (64.08%) 2417 (31.45%)  275(3.58 %) 12(0.16 %) 12(0.16 %) 45(0.59 %) 7686 (100 %)
Shape 2885 (37.54 %) 3159 (41.10%) 1547 (20.13 %) 35(0.46 %) 4(0.5%) 56 (0.73 %) 7686 (100 %)
Size 3009 (39.15%) 3272 (42.57%) 1298 (16.89 %) 46 (0.60 %) 11(0.14 %) 50 (0.65 %) 7686 (100 %)
Packaging 2296 (29.87 %) 3255(42.35%) 1740 (22.64 %) 311 (4.05 %) 39(0.51 %) 45(0.59 %) 7686 (100 %)
Instructions foruse 2315 (30.12%) 3698 (48.11%) 1439 (18.72 %) 112 (1.46 %) 20(0.26%) 102 (1.33%) 7686 (100 %)

Results expressed in number of individuals (n) and percentage of the total (%).
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Figure 1.—Difficulties swallowing medication and failing to take
medication when there is no water available.

no water available at the time, whereas 50.00 %
(n = 3843) said that they had failed on some occa-
sions to take their medication for that reason (fig. 1).

A total of 7686 participants responded to the sur-
vey about the importance of the attributes of the
pharmaceutical form. 92.7 % (n = 7112) said it was
very important not to leave residues in the mouth
and to be able to take it at any time and in any place,
90.6 % (n = 6965) said it was important for it to rapid-
ly dissolve; 87.3 % (n = 6714) said that it was very or
guite important to be able to take the medication
without water and 89.5 % (n = 6881) for it to have a
pleasant flavour; 81.1 % (n = 6234) for it to be small,

38.6 % (n = 2968) for it to be modern, and 36.5 %
(n'=2805) for it to be new (table IlI).

In relation to the expectations associated to the
FDT formulation in comparison with the formulation
that the patients were usually taking, 67.5 %
(n =5194) believed that its tolerability would be
much better or better; 94.3 % (n = 7246) that it was
convenient to use; 95.3 % (n = 7328) that it was easy
to take, at any time and in any place, and 83.3 %
(n =6407) that it acted rapidly (table 1V).

If they could choose, 93.42 % (n = 7180) of the pa-
tients said that they preferred the FDT formulation
for their usual antihistaminic treatment, and 97.23 %
(n=7470) described the FDT formulation as conve-
nient or very convenient. Although 79.61 %
(n=6118) of the patients were very or quite satisfied
with their current antihistaminic treatment, 87.74 %
(n = 6744) of all the patients surveyed declared that
they would change their treatment for a new med-
ication in FDT form (fig. 2).

DISCUSSION

This study was designed to assess the degree of
acceptance of a fast dissolving tablet (FDT) formula-
tion, and the response expectations generated by
such a formulation, in allergic patients eligible for re-
ceiving antihistaminic treatment.

It is important to note that, the most common di-
agnosis of the patients participating in this study was
rhinitis (71 %) and the most common symptoms
were sneezing (60 %) and rhinorrhea (58 %).

Antihistamines are a fundamental part of the phar-
macological treatment for allergic rhinitis, according

Table Il

Assessment of the importance of the different aspects of the FDT formulation

Very important  Quite important Indifferent  Not very important ~ Not important ~ Missing Total

Good flavour 3590 (46.71%) 3291 (42.82%) 698 (9.08 %) 70(0.91 %) 14(0.18%) 23(0.30%) 7686 (100 %)
No residues in the

mouth 3695 (48.07 %) 3417 (44.46%) 503 (6.54 %) 47(0.61 %) 3(0.04%) 21(0.27%) 7686 (100 %)
Fast dissolving 3638 (47.33%) 3327 (43.29%) 642 (8.35%) 50 (0.65 %) 3(0.04%) 26(0.34%) 7686 (100 %)
Small size 2948 (38.36 %) 3286 (42.75%) 1323 (17.21 %) 83 (1.08 %) 14(0.18%) 32(0.42%) 7686 (100 %)
Can be taken without

water 3870 (50.35%) 2844 (37.00%) 853 (11.10 %) 68 (0.88 %) 11(0.14%) 40(0.52%) 7686 (100 %)
Can be taken at any

time in any place 4395 (57.18%) 2753 (356.82%)  475(6.18 %) 25(0.33 %) 7(0.09%) 31(0.40%) 7686 (100 %)
New 1014 (13.19%) 1791 (23.30%) 3672 (47.78%) 799 (10.40 %) 379(4.93%) 31(0.40%) 7686 (100 %)
Modern 1057 (13.75%) 1911 (24.86%) 3464 (45.07%) 773 (10.06 %) 445(5.79%) 36(0.47%) 7686 (100 %)

Results expressed as number of individuals (n) and percentage of the total (%).
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Table IV

Expectations with FDT formulation compared with usual formulation

111

Much better Better Same Worse Much worse

Missing

Total

Efficacy of the product 1874 (24.38%) 2990 (38.90 %)

Tolerability of the product
(lack of side effects)

Convenience of use

Easy to take at any time
in any place

Speed of action

Satisfaction with the
treatment

2034 (26.46 %)
4199 (54.63 %)

3160 (41.11 %)
3047 (39.64 %)

4784 (62.24 %)
31.77 (41.33 %)

2544 (33.10 %)
3230 (42.02 %)

2818 (36.66 %) 3734 (48.58 %)

2693 (35.04 %)

2375 (30.90 %)
349 (4.54 %)

283 (3.68 %)
1176 (15.30 %)

1011 (13.15 %)

33(0.43%)  11(0.01%) 95(1.24%) 7686 (100 %)

11(0.14 %)
15(0.20 %)

2(0.03 %)
2(0.03%)

104 (1.35 %)
74.(0.96 %)

7686 (100 %)
7686 (100 %)

1(0.01 %)
22 (0.29 %)

0(0%)
0(0%)

74(0.96 %)
81(1.05 %)

7686 (100 %)
7686 (100 %)

1710.22%)  0(0%) 106 (1.38 %) 7686 (100 %)

Results expressed as number of individuals (n) and percentage of the total (%).

to current treatment guides, because of their conve-
nience of administration, safety and efficacy for treat-
ing symptoms such as rhinorrhea, nasal itching and
sneezing®°.

One of the factors affecting treatment compliance
is the pharmaceutical form used. The fast dissolving
tablet formulation is particularly appropriate and
could benefit patients with swallowing difficulties,
such as very young or elderly patients or patients
with an underlying swallowing or oesophageal motil-
ity condition. The FDT formulation is a more satisfac-
tory alternative for patients who dislike tablets or
capsules and for bed-ridden patients. On the other
hand, we should also consider active patients who
are busy or travelling who could also benefit from the
additional advantages of this presentation, which
does not have to be taken with water.

A fast dissolving solid formulation that can be tak-
en without water represents a substantial advantage
over tablets and capsules for many patients. Tablets
that have been taken without water by patients in
bed can adhere to the oesophageal membrane and
prematurely dissolve in the oesophagus, followed
by a possible oesophageal lesion’''3,

The preference for an FDT formulation over con-
ventional presentations indicates a desire for an al-
ternative to conventional dosage forms. This is a con-
venient formulation that can increase patient
acceptance of prescribed treatments and therefore
help to enhance compliance.

Much of the success of a pharmacological treat-
ment depends on patient compliance, which is in
turn influenced by the patient’s acceptance of the
formulation used.

In general, we found that most patients were very
or quite satisfied with the different aspects of the for-

98.00%
97.23%

96.00% -1

94.00% -+
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82.00%

T
Would change to
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formulation very
convenient or
convenient

Prefer FDT
formulation

Figure 2.—Preference, convenience and desire to change to FDT
formulation.

mulation that were considered, and that the attribut-
es of said formulation were considered to be very or
quite important. It is interesting to note that 18 % of
the patients said they normally have difficulties in
swallowing medication, and 50 % of them said that
they had not taken their medication on some occa-
sions because they had no water with which to swal-
low it. For 87 % it was very or quite important to be
able to take the medication without water, and 93 %
of them expressed the importance of being able to
take the medication at any time and in any place. If
they could choose, 93 % of the patients would
choose an FDT formulation for their antihistaminic
treatment, and 88 % would like to change their cur-

Allergol et Immunopathol 2006;34(3):107-12



Roger Reig A, et a.—ACCEPTANCE SURVEY OF A FAST DISSOLVING TABLET PHARMACEUTICAL FORMULATION
112 IN ALLERGIC PATIENTS. SATISFACTION AND EXPECTANCIES

rent antihistaminic treatment for a new allergy med-
ication in FDT form, even though 79 % of the pa-
tients said they were either very or quite satisfied
with their current treatment.

All this shows that ease of use, convenience and
the ease of swallowing medication can have a posi-
tive impact on patient compliance and satisfaction.
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