Letters to Editor

An evaluation of the efficacy and
safety of tazarotene (0.1%) cream
in acne vulgaris

Sir,

Systemic retinoids have long been used in the
treatment of acne. Topical retinoids were developed
to avoid many of their side effects. Tazarotene is a
receptor selective retinoid!" with low systemic
absorption, rapid elimination and plasma concentration
about 100 times lower than those observed after oral
therapy with isotretinoin. It normalizes keratinocyte
differentiation, reverses keratinocyte hyper-
proliferation, and has anti-inflammatory effects.”’ We
evaluated the efficacy and safety of 0.1% tazarotene
cream in acne vulgaris.

The study was conducted in 46 consecutive patients
with mild to moderate acne, as classified by Bershad
et al,P i.e. 10-200 non-inflammatory lesions (open and
closed comedones), 10-60 inflammatory lesions
(papules and pustules), and fewer than 3 nodulocystic
lesions, after due consent. Patients with severe
nodulocystic acne were not included in the study. None
of the patients was on systemic retinoids prior to the
study. A washout period of two weeks was required
for topical acne medications. Female patients were
excluded if they were pregnant, breastfeeding or
sexually active and not using contraception. Patients
with known hepatic or renal disease were also excluded
from the study.

Tazarotene 0.1% cream (a uniform brand) was applied
as a thin film over the affected area once daily in the
evening after washing the area with soap and water.
The response was evaluated at 2, 4, 8 and 12 weeks.
Simultaneously, the patients were also evaluated for
any local side effects, including skin erythema, burning,
peeling and tenderness at baseline and throughout the
study. Data was analyzed using the paired ‘t’ test.

There were 20 males and 26 females, their age ranging
from 17 years to 29 years (mean age, 22.48 = 2.7 years).
The mean count of different lesions at baseline and at
2,4, 8 and 12 weeks are shown in Table 1. A statistically
significant reduction was seen at 8 and 12 weeks in
the mean number of papules (66.3% and 82.3%),
pustules (90.1% and 94.5%), nodules (62.2% and 79.7%),
open comedones (70.8% and 85.6%), and closed
comedones (72.7% and 86.1%) respectively. There was
a statistically significant reduction in both the
inflammatory and non-inflammatory lesion count at all
study periods. The mean inflammatory acne count
decreased by 70.6% and 84.5%, and the non-
inflammatory acne count decreased by 71.9% and 85.8%
at 8 weeks and 12 weeks respectively. The mean total
lesion count reduced from 51.9 at baseline to 14.9
(28.8%) and 7.8 (14.9%) at 8 weeks and 12 weeks, which
was also a significant reduction.

Adverse effects were noticed in 5 (10.8%) patients, in
the form of mild burning in 3 (6.5%), itching in 3 (6.5%),
erythema in 2 (4.3%) and desquamation in one (2.2%)
patient. Three of these patients initially intolerant of
the treatment decided to continue the treatment on
reducing the application time to 15 minutes/day in the

Table 1: Mean counts of inflammatory and non-inflammatory acne lesions at all study period levels

Sr no. Duration in weeks Papules Pustules Nodules Open comedones Closed comedones
Mean no. (X + SD) Mean no. (X + SD) Mean no. (X +SD) Mean no. (X = SD) Mean no.(X + SD)

1 Baseline 23.61 + 4.69 5.48 + 2.35 0.74 + 0.93 8.76 £ 2.79 13.37 £ 2.97

2 2 19.08 + 3.00* 2.72 £ 1.39* 0.74 + 0.93 6.04 + 2.44* 10.39 + 2.62*

3 4 12.58 + 3.28* 1.76 £ 0.89* 0.52 + 0.66 3.63 + 1.84* 6.80 £ 1.93*

4 8 7.95 + 2.46* 0.54 + 0.69* 0.28 + 0.50 2.56 + 1.42* 3.65 £ 1.70*

5 12 4,19 + 1.95* 0.30 £ 0.47* 0.15 + 0.36 1.26 + 1.21* 1.87 + 1.34*

(Paired ‘t’ test; *p < 0.05 significant)
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evening. Two patients discontinued the treatment and
asked to be shifted to another drug. In one study with
overnight topical tazarotene therapy, 9% of patients
withdrew due to local irritation.” In another study,
untoward effects were experienced by 11.9% of patients
during the treatment.?!

Topical tazarotene has been observed to show
beneficial effects in acne vulgaris.>® The efficacy and
tolerability of tazarotene has been found equal to or
superior to tretinoin 0.1% gel® and adapalene 0.1% gel.!
Except for ovulating females, where due safety
measures should be taken, topical tazarotene appears
to be a safe and effective topical remedy for acne
vulgaris.
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