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ABSTRACT

Background: Desonide, a hon-halogenated, low-potency topical steroid, is indicated in the treatment of steroid-responsive
dermatoses. Aims: A post-marketing surveillance study was conducted to evaluate the efficacy and safety of Desowen™
(Desonide 0.05%) cream and lotion in Indian patients for the treatment of steroid-responsive dermatoses of mild to
moderate severity. Methods: A 3-week, multicenter, open-label, non-comparative Phase IV trial involving 1789 patients
from 229 centers across India was conducted between January and August 2003. Results: Of the 1789 patients, 1483
patients completed the treatment as per protocol. At the end of the therapy, 98.5% of the patients showed an
improvement in their dermatitis from baseline. More than half of the patients showed a greater than 75% improvement
in their signs and symptoms. No adverse effects were noted in any of the patients. Both the lotion and cream were
found to be equally effective. Conclusions: Desonide 0.05% is a safe and effective low-potency corticosteroid for the
treatment of mild to moderate dermatoses in Indian patients. No clinically apparent side-effects were observed in
infants less than 1 year of age.

Key Worbs: Desonide, Steroid-responsive dermatoses, Safety, Efficacy, Indian patients, Infants

INTRODUCTION Like other topical steroids, desonide has anti-

inflammatory, anti-pruritic and vasoconstrictive

Desonide is a non-halogenated, low-potency Group VI
(McKenzie and Stoughton Classification) topical
corticosteroid. It is a chemically modified
hydrocortisone molecule suitable for the relief of
pruritus and inflammation in corticosteroid-responsive
dermatoses of mild to moderate severity as well as for
the long-term and maintenance therapy of dry, scaly
chronic dermatoses." The cream formulation was
introduced in India in 1997 and the lotion in 2001.

properties.??® Studies have shown that desonide is
comparable in efficacy to other topical steroids such
as fluocinolone acetonide, betamethasone valerate,
hydrocortisone butyrate and triamcinolone acetonide,
in the treatment of dermatitis.*>*7# Desonide has an
anti-inflammatory action comparable to the fluorinated
steroids in its class in spite of not having the fluorine
atom in the 9" position.? Unlike most topical steroids,
both desonide 0.05% cream and lotion were found to
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be equally potent and effective.!

Desonide 0.05% has been safely used in sensitive areas
like the face.'® Desonide cream 0.05% was found to have
a dermal safety profile comparable to that of 1%
hydrocortisone cream when used over an 8-week
period, even when applied to normally thin skin (post-
auricular areas). There were no signs of atrophy even
after prolonged usage of either desonide or
hydrocortisone."

The aim of this multicenter, post-marketing surveillance
study was to evaluate the efficacy and safety of
desonide 0.05% cream and lotion in the treatment of
Indian patients with steroid-responsive dermatoses of
mild to moderate severity.

METHODS

In this open-label, non-comparative Phase IV clinical
trial of desonide 0.05% cream and lotion, 1789 patients
were enrolled from 229 centers across India between
January and August 2003. Patients of any age and
gender with a clinical diagnosis of any steroid-
responsive dermatosis of mild to moderate variety with
a clinical severity score between 1 and 11 were included
in the trial. A written informed consent from patients
or their guardians was obtained prior to study
enrollment.

Each patient was evaluated for various signs and
symptoms of inflammation including erythema,
dryness or scaling, pruritus, excoriations, oozing or
crusting. The above parameters were evaluated using
a four-point scale (0 = none or clear; 1 = mild; 2
=moderate; 3 = severe). The pretreatment sum total
of all evaluable parameters gave the total clinical
severity score based on which the patients were
classified as: mild dermatitis - total clinical severity
score 1-5; moderate dermatitis -total clinical severity
score 6-11; severe dermatitis - total clinical severity
score 12-18.

Patients were excluded from the study if they had severe
steroid-responsive dermatosis i.e. a clinical severity
score of 12 or more or a known hypersensitivity to

desonide cream or lotion. Pregnant or nursing women
or patients who had received steroids (oral or topical)
1 week prior to study enrollment were also excluded.

Patients were advised to use either desonide cream or
lotion 0.05% (Desowen™) depending on the discretion
of the investigator. Patients were asked to apply a thin
layer to all the affected areas twice a day for 3 weeks.
Cetaphil™ cleansing lotion was used to cleanse the
lesions in order to standardize the cleansing procedure.
Any concomitant therapy with oral antibiotics or
antihistamines was permitted as per the discretion of
the investigator.

End of treatment scores were also noted using the same
four-point scale. The physician’s global evaluation of
the overall response to therapy was recorded as follows:
clear (no signs or symptoms) - 100% improvement;
marked improvement (excellent) - 75% or more
improvement; definite improvement (good) - 50-74%
improvement; minimal improvement (fair) - 25-50%
improvement; no change — no detectable improvement
from pretreatment evaluation; exacerbation -
worsening of signs and symptoms

All adverse events were recorded in the case record
forms. A single intention to treat analysis was done.

RESULTS

A total of 1789 patients were included in the study.
Out of those, 306 patients did not follow up and
1483 patients completed the study as per the
protocol. The data of these were analyzed. The male:
female ratio was 1:1 and the age of the patients
ranged from < 1 year to 36 years. Thirty-five per
cent of the patients had atopic dermatitis, 32% of
the patients had seborrheic dermatitis and 33% had
other steroid-responsive dermatoses (including
contact dermatitis, nummular eczema and other
eczematous dermatoses).

In all the patients irrespective of their diagnosis and/
or age group, there was on an average an 80% reduction
in the total symptom severity score from the baseline
level (Table 1). This is a statistically significant reduction
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Table 1: Total symptom severity scores based on diagnosis

Day 0 End of study Percentage reduction
Symptom severity scores compared to baseline
Mean S.D. Mean S.D. Mean S.D.
Atopic dermatitis (n=521) 7.11 2.56 1.53 1.67 80.23% 18.31%
Seborrheic dermatitis (n=476) 5.93 2.37 1.25 1.37 79.99% 19.25%
Other dermatoses (n=482) 5.91 2.52 1.01 1.32 83.52% 21.36%
in the mean scores as compared to baseline by = DISCUSSION

Wilcoxon’s test. Reduction in the clinical severity score
was comparable in all the age groups 79.6% for < 1
year group (n = 106), 82% for 1-5 years group (n =
257), and 81% for above 5 years group (n = 1120).

Both the formulations of desonide viz. cream and
lotion were found to be equally effective in reducing
the mean symptom severity scores for all the three
groups of steroid responsive disorders. The
percentage of patients in whom the baseline
symptoms have been cleared completely is shown
in Figure 1. Results of the physician’s global
assessment are shown in Table 2. There was no
difference in the physician’s global evaluation
regarding the use of desonide cream or lotion across
all steroid-responsive dermatoses. No adverse effects
were reported after the use of desonide cream or
lotion and no patients dropped out due to an adverse
drug event.

Oozing (n=578) 90
Erythema (n=1232) 75
Excoriations (n=829) 84
Pruritus (n=1390) 60
Dryness (n=1318) 55
0O 20 40 60 80 100

% of patients

Figure 1: Percentage of patients in whom baseline symptoms
have been cleared (Cases where the respective
symptom was present at baseline have been
considered)

Topical corticosteroids are the mainstay in the
treatment of various eczemas such as atopic dermatitis,
and seborrheic dermatitis, primarily because of their
anti-inflammatory, anti-pruritic and vasoconstrictive
actions.'® Corticosteroids are classified into various
categories according to their potency. Halogenation of
the 9™ position in the structure of hydrocortisone is
known to significantly increase the potency of the
steroid.'

Long-term use of potent and fluorinated topical steroids
is known to produce local (skin atrophy,
hypopigmentation, infections, telangiectasia, striae)
and systemic (HPA axis suppression, Cushing’s
syndrome, growth retardation in children) side-effects.'
Frequent use of high-potency steroids on the facial skin
can produce perioral dermatitis, persistent erythema,
telangiectasia, skin atrophy, a papular-pustular eruption
and a rosacea-like dermatitis as the number of steroid
receptor sites are highest on the face.'*'*!> However,
the propensity of lower potency topical steroids to elicit
such adverse effects is less than that of the more potent
preparations.'

Alow-potency steroid like desonide finds its usefulness
in sensitive areas like the face, intertriginous folds,
genitals and perianal areas. This is because there is an
increased percutaneous absorption from these areas
either due to a reduced thickness of the skin or due to
natural occlusion. Enhanced penetration of topical
steroids from these anatomical sites contributes to an
increased incidence of local and systemic side-effects.

Table 2: Physician’s global evaluation at end of therapy

Clear Excellent Good Fair No change Exacerbation
Atopic dermatitis (n=521) 15.8% 40.4% 36.5% 6.1% 0.8% 0.4%
Seborrheic dermatitis (n=476) 16.2% 40.1% 35.2% 7% 1.3% 0.2%
Other dermatoses (n=482) 25.9% 32.2% 31.8% 8.7% 1.4% 0%
Total (n=1483) 19.2% 37.6% 34.6% 7.3% 1.1% 0.2%
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In infants and children, low-potency corticosteroids are
preferable as they are less likely to cause HPA axis
suppression and growth retardation.

Low-potency steroids can be used as a step-down
therapy in chronic dermatoses that require long-term
therapy with topical corticosteroids for maintenance
of remission. In one study, it was found that HPA
suppression was rarely found in children or adolescents
with moderate to severe atopic dermatitis who used
mild or moderately potent topical corticosteroids for
several years. However, HPA axis suppression was
common in those receiving potent topical steroid
preparations.®

In an Australian study desonide 0.05% lotion was found
to be highly efficacious in reducing the severity of
atopic and seborrheic facial dermatitis. Desowen™
lotion, a moisturizing, alcohol-free, non-comedogenic
preparation, was found by patients to be cosmetically
acceptable with 95% of patients stating that they would
use the lotion again.

Of the 1483 patients who completed this study, 98.6%
showed a global improvement in their disease. In 91.4%
there was global improvement of greater than 50% in
their disease from baseline. Complete clearance of all
lesions was observed in 19% with another 38%
demonstrating excellent improvement (> 75%) in their
disease. Lesions remained unchanged or were
exacerbated in only 1.16% and 0.21% of patients
respectively. These data conform to the results obtained
in other randomized trials.'*#7

The similar potency of desonide cream and lotion was
correlated clinically with both formulations reducing
symptom severity scores equally. Desonide was found
to be safe and efficacious in children < 1 year of age.
Hence desonide may be considered as an efficacious
and safe option in the treatment of infants with steroid-
responsive dermatoses.

This study has clearly demonstrated the efficacy and
safety of desonide cream in Indian patients and thus
we can conclude that desonide cream/lotion 0.05%
(Desowen™) is an effective and safe modality of
treatment in Indian patients suffering from mild to

moderate steroid-responsive dermatoses.
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