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Abstract

Introduction: Lichen planus (LP) is a common chronic immune-mediated mucocutaneous disease, the
exact cause of which is unknown. One of the common treatments for erosive lichen planus (ELP) is the use
of topical corticosteroids of adcortyl ointment (triamcinolone in orabase). On the other hand,
beclomethasone spray as a topical corticosteroid is easy to use in the mouth. The purpose of this
comparative study was to investigate the effects of beclomethasone and adcortyl in the treatment of erosive
oral lichen planus lesions (EOLP).

Materials and Methods: The present single-blind clinical trial was conducted on 50 patients with EOLP
lesions with a mean age of 40.55 years at Jondishapur University of Medical Sciences, Iran.
Beclomethasone and adcortyl were co-administered on lesions in both sides of the mucosa of the cheek,
gums or margin of tongue for 3 to 6 weeks, after which the dose was adjusted. Visual analogue scale was
used to evaluate the effect of drugs. Data were analyzed by paired t-test, Wilcoxon and Kolmogorov-
Smirnov tests (o = 0.05).

Results: The results of this study showed that there was no difference between applying beclomethasone
and adcortyl in terms of reducing the extent and severity of EOLP lesions, and adcortyl was more effective
than beclomethasone in relieving pain symptoms (P < 0.05).

Conclusion: The therapeutic effects of the adcortyl and beclomethasone were similar in controlling the
EOLP lesions. Adcortyl was more effective than beclomethasone in relieving pain and irritation symptoms.
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Introduction exact cause is unknown, several factors have

been reported, including immunological

Lichen planus (LP) is a common immune-
mediated mucocutaneous disease, first
described by British Physician Wilson
Erasmus in 1869 (1, 2). The LP as a chronic
autoimmune  condition affects various
surfaces, including the skin, scalp, nails, and
mucous membranes (2, 3). Although the

disorders, stress, dental material, genetic
factors, allergies, drugs, hepatitis C,
hypertension, malignant neoplasms and
diabetes (2, 4-9).

The prevalence of oral lichen planus (OLP) is
reported to be 1-2% in different communities
(10), which is more common in people aged
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30 to 60 years and women (2, 3, 11). In a
study of 420 patients with OLP in Iran, 64.9%
of patients were women with an average age
of 41.6 years (12).

Some of the most important and serious
complications of OLP are the possibility of
pre-cancerous lesions and dysplastic changes
in them, which can eventually lead to
carcinoma in the mouth. The rate of
malignant changes in OLP is reported to be
0.4-3.3% (13, 14). In addition, lesions tend to
become chronic, which can cause discomfort,
pain and irritation in patients. Therefore,
correct diagnosis and control of the disease,
as well as its differentiation from other
chronic lesions, reduces the consequences of
the disease, including the impact on the
quality of life of patients due to reducing pain
and irritation and elimination of chronic
lesions leading to malignancy (13). The
treatment of OLP disease, due to its unknown
etiology, is to reduce or eliminate the
symptoms of the lesion. Currently, topical
steroids are the first step in treating these
lesions because of effective therapeutic
effects with minimal side effects (15).

When the symptoms of the disease are very
severe, systemic steroids are used from the
beginning of treatment. The topical use or
topical injection of a steroid is also
administered successfully to treat OLP,
especially erosive-bullous type. The topical
corticosteroids such as triamcinolone,
betamethasone, clobetasol and fluocinolone
improve pain and irritation within 1-2 weeks
(16). Adcortyl (Bristol-Myers Squibb-USA)
Kenacort A, 1 mg/g, contains the mid-
strength triamcinolone acetonide, which is
prepared as an orabase for longer shelf life on
the lesion. The mechanism of action of this
drug is to interfere with cytoplasmic
receptors of steroid and has anti-
inflammatory  and  anti-itch  effects.
Beclomethasone (Beclotis NS, 50 mcg/dose
containing 200 dose, Shandong Jewin
pharmaceutical Co.Ltd-India) is a topical
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steroid with high activity and low side
effects. Each container of this spray contains
200 puffs and each puff contains 50
micrograms of beclomethasone
dipropionate. The spray should be kept at a
temperature below 30°C, away from direct
sunlight and heat. A study showed that the
doses of 400 to 800 mcg of this drug did not
cause adrenal suppression (13).

One of the common treatments for erosive
oral lichen planus (EOLP) is the use of
topical corticosteroids of adcortyl ointment
(triamcinolone in orabase), which is an
imported and expensive pharmaceutical
product and is usually available in the market
as a paste. Moreover, due to the fact that
topical steroids are mostly used as
mouthwashes, gels, ointments and sprays,
they are easier for patients to use; therefore,
this study aimed to investigate the clinical
effects of adcortyl and beclomethasone in the
control and treatment of EOLP lesions.

Materials and Methods

The present single-blind clinical trial was
conducted on 50 patients with EOLP lesions
with a mean age of 40.55 + 5.53 years
referred to Oral Diseases Department of
Dentistry Faculty at Jondishapur University
of Medical Sciences. A written consent was
obtained from all patients. Diagnosis of all
lesions was based on clinical symptoms and
biopsy. Beclomethasone spray is a class of
corticosteroids. The study used BECLEX
spray (containing 50 micrograms of
beclomethasone dipropionate per dose), and
adcortyl mucosal adhesive (Triamcinolone
topical), a class of corticosteroids.

Inclusion criteria were patients with EOLP
lesions who, in addition to their definitive
clinical diagnosis, had their histopathological
diagnosis confirmed by the pathologist, non-
use of other therapies for EOLP lesions;
absence of any systemic disease that causes
oral symptoms similar to EOLP lesions such
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as lupus erythematosus, secondary syphilis,
Lichenoid Drug Eruption, erythema
multiforme, and graft-versus-host disease
(GVHD).

Exclusion criteria were uncooperative
patients regarding recurrence of lesions, and
the use of other topical or systemic
corticosteroids concurrent with the desired
medications.

Patients' pain experience was determined by
the visual analogue scale (VAS). Due to the
fact that OLP lesion are known to have
bilateral distribution in the oral cavity, in
order to know how much this feeling of pain
and tenderness exists on each side, after
stimulating the lesions on both sides
separately (by pulling the cotton roll on the
lesion site) the VAS test was recorded for
pain and irritation for each side. Also in each
patient, the shape and boarders of the lesions
were drawn on each side. Thus, after drying
the site of the lesion, a translucent sheet
disinfected with deconex spray was placed on
the lesion, and then the shape and boundaries
of the lesion were drawn and recorded in the
patient's file. The entire erosive lesion surface
was measured by a flexible ruler or probe.

In order to homogenize the samples in the
present study, the scale of mucosal lesions
was the same in all individuals and on both
sides. After recording all the information,
first, the lesions of one side in each patient
were randomly determined by a person other
than the examiner to use adcortyl and the
other side to use beclometasone, and the
examiner was unaware of this choice. The
topical treatment was administered to each
patient at the same time as adcortyl and
beclomethasone, with beclomethasone on
one side and adcortyl on the other. To prevent
the two drugs from mixing when used,
patients were instructed to first put the
adcortyl on the desired side and then bring the
beclomethasone completely closer to the
desired site. Adcortyl was prescribed four
times daily after each meal and before
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bedtime and beclomethasone four times daily
after each meal and before bedtime. After
taking the medication, eating was avoided for
an hour. After starting the treatment, the
patients were called every week for up to
three consecutive weeks, and the response
rate of the lesions to the treatment was
recorded according to the criteria already
stated, and was assessed as a second
questionnaire. If symptoms of candidiasis
occur, treatment with oral nystatin will begin
for the patient. After the end of the third
week of drug treatment, the rate of
improvement of the symptoms and the
recurrence of the lesions were evaluated
using the evaluation of the response to the
treatment listed below. In cases where the
mucosal lesions were completely or partially
removed within three weeks, the dose was
gradually reduced; otherwise treatment was
continued for up to six weeks. To adjust the
medication, the adcortyl dose was first
reduced to twice daily and the beclometasone
dose to three times daily for three weeks, and
the lesions were evaluated for non-
recurrence. If the lesions did not recur,
adcortyl would have given once daily for
three weeks and beclometasone twice daily.
After reassessment, adcortyl was used for
three  weeks every other day and
beclometasone once daily. Finally, the drugs
reached adcortyl maintenance twice a week
and beclomethasone three times a week, and
the medication was discontinued if not
recurred (13).

Four conditions were expected in patients:

1) Complete removal of the lesions: The
patient's symptoms are completely resolved,
the lesions are completely removed, and only
white lines are seen.

2) Partial removal of the lesions: The patient's
symptoms are reduced and the white lines
and areas of mild erythematosus are seen.

3) Lack of response to treatment: The
patient's symptoms do not eliminate and the
lesions remain stable or increase.
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4) Changes in the diameter of the lesions: The
diameter of the lesions changed.

This study was approved by the Ethics
Committee of the Deputy of Research at
Jondishapur University of Medical Sciences.
The necessary information was
confidentially collected. In this project, basic
information about the research was first
explained to patients and they were asked to
sign informed consent to participate in the
research. In this study, there was no financial
or physical burden to the patients, and their
information and names were anonymous and
kept completely confidential. The following
items were also observed: 1) Oral health
education was also considered during the
examination. 2) Patients were informed of the
presence of any oral or dental lesions that
needed to be treated or the risk of any
infection or malignancy and any other lesions
that would endanger a person's life.

Statistical Analysis

After collecting the questionnaires, the data
were analysed using SPSS version 20
software. Paired-Sample t-test, Wilcoxon
and Kolmogorov-Smirnov tests were used for
descriptive statistics. The significance level
in all statistical tests was P < 0.05.

Results

According to the findings of this study, the
mean maximum diameter of pre-treatment
lesions was 18.78 + 6.17 mm on the side of
applying beclometasone and 17.47 + 4.05
mm on the side of applying adcortyl. The
dependent t-test showed that the two groups
of beclometasone and adcortyl had no
statistically significant difference before
treatment.

The lesions were completely eliminated by
the end of the third week in 5 patients in the
beclomethasone group and in 7 patients in the
adcortyl group. The mean maximum lesion
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diameter after treatment (at the end of the
third week) was 4.92 £ 2.99 mm in the
beclometasone group and 5.18 £ 3.32 mm in
the adcortyl group. The dependent t-test
showed that there was no significant
difference between beclomethasone and
adcortyl groups after treatment. The mean
percentage of reduction in the maximum
lesion diameters in beclometasone and
adcortyl groups was 73.02 + 18.57 mm and
68.69 + 19.50 mm, respectively. These values
showed no significant difference after
treatment in two groups in accordance with
independent t-test. By the end of the twelfth
week, all the lesions treated with adcortyl
were eliminated. in the beclomethasone
group, only two lesions with a maximum
diameter of 4 mm remained.

The mean pain intensity based on VAS on the
sides of applying beclomethasone and
adcortyl prior to treatment was 5.90 + 2.48
mm and 6.02 £ 2.23 mm, respectively. The
dependent t-test showed that there was no
significant difference in pre-treatment pain
intensity  between beclomethasone and
adcortyl groups (P = 0.08).

After treatment (at the end of the third week)
the pain was completely relieved in 28
patients and decreased in 22 patients in the
beclometasone group; these results were 36
and 14 in the adcortyl group, respectively.
The Wilcoxon test showed that the pain
intensity was significantly different between
the two groups of beclomethasone and
adcortyl after treatment (P = 0.02).

The Wilcoxon test showed that the
percentage of pain reduction on the side of
applying adcortyl was significantly higher
than on the side of applying beclometasone
(P =0.02). By the end of the twelfth week, no
patients in both groups had pain in one or
both sides.

Regarding the response to treatment in the
beclometasone group at the end of the third
week, the patient's symptoms were
completely eliminated, the lesion was
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completely removed, and only white lines
were seen in 5 patients, the patient's
symptoms were decreased and white lines
and areas of mild erythematosus were seen in
15 patients, and the diameter of the lesion
also was changed and decreased in 30
patients. Three types of response were seen:
Complete removal of the lesion: 1) The
patient's symptoms are completely resolved,
2) the lesion is completely removed, and 3)
only white lines are seen.

Partial removal of the lesion: The patient's
symptoms are reduced and the white lines
and areas of mild erythematosus are seen.
Changes in the diameter of the lesion: only
the diameter of the lesion changes.
Regarding the response to treatment in the
adcortyl group at the end of the third week,
the patient's symptoms were completely
eliminated, the lesion was completely
removed, and only white lines were seen in 7
patients, the patient's symptoms were
decreased and white lines and areas of mild
erythematosus were seen in 12 patients, and
the diameter of the lesion also was changed
and decreased in 31 patients.

Discussion

Because OLP, especially erosive, atrophic
and bullous types, can cause pain and
discomfort to patients for years, the relief of
resulting pain and irritation is of particular
importance in improving the quality of life of
these patients (17). On the other hand, OLP is
considered a precancerous lesion. Therefore,
disease control is very important in order to
prevent irreversible dysplastic changes and
eliminate symptoms such as pain and
irritation and also reduce the size of lesions
and improve the patient's quality of life (18-
20) Thus, the efficacy of drugs against their
side effects has led to many studies using a
variety of drugs to control this disease (1).
Accordingly, primary treatment is usually the
use of topical corticosteroids, which can
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improve symptoms and eliminate lesions
with minimal side effects. One of these drugs
is adcortyl, which is considered an accepted
drug in the treatment of OLP lesions. On the
other hand, among the topical corticosteroids,
few studies have been performed on the drug
form of the spray. It seems that due to the
ease of use of the spray, the level of
acceptance and cooperation of the patient is
higher, especially in the posterior and out of
reach areas. In the study of Azimi et al., the
two groups of beclomethasone and adcortyl
had no statistically significant difference
before treatment. Both drugs reduced the
maximum diameter of the lesions, and there
was no significant difference between the
two groups in terms of mean reduction in the
maximum diameter of lesions and pain
intensity. But the rate of pain reduction in the
adcortyl group was significantly higher than
in the beclometasone group and no patient in
either group had pain on one or both sides at
the end of the twelfth week (13). Results of
this study were in line with the present study.
Even dough the studied patients were any
type of OLP but patients of present study
were erosive type of OLP.

In the study of Azizi et al., the adcortyl and
triamcinolone mouthwash were compared in
treatment of OLP. Both groups showed
significant reduction in the size and severity
of pain indicating the positive effect of two
methods in the treatment and control of the
disease. But the differences between two
groups were not significant (1). These results
are not far-fetched and are consistent with the
present study.

Xia et al., studied the effects of triamcinolone
on ulcerative OLP, similar results were
obtained, relief of sign & symptoms and
reduction in size after 4 weeks were seen. No
side effects were seen as in the present study
(20). On the other hand Lee etal. in their
study about effects of Triamcinolone on OLP
found significantly improve in pain and
burning sensation in mouth but reduction in
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size of lesions were not measured. They also
reported some cushingoid features as side
effects of using corticosteroids. This can be
due to the method of applying the drug that
was intralesional injection. It seems that
some degrees of systemic absorption have
been occurred (21).

Liu et al., have compared effects of
intralesional triamcinolone and
betamethasone on OLP patients.
Betamethasone had better result than
triamcinolone in management of OLP (22).
Borahan et al., studied the effect of
methylprednisolone acetate on a case of
erosive OLP and significant improvement
were seen. But some degree of Abscess
formation and mucosal atrophy were
occurred due to intralesional injection
method (23). Another reported side effects
were atrophy and persistent erythema in the
case report of Metwalli et al., in which effects
of intralesional Triamcinolone acetonide on
OLP  patients were evaluated and
significantly improvement was seen (24).
Alerraqgi in a study compared the effects of
three different types of corticosteroids as the
mainstay of treating OLP, including
intralesional Triamcinolone, topical
Betamethasone and systematic
glucocorticosteroid. All groups showed
remission and there were no significant
differences between groups (25). So because
of the side effects of systemic types of
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