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Treatment with Bifonazole Shampoo for Seborrhea and Seborrheic
Dermatitis: A Randomized, Double-blind Study
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Forty-four patients with seborrhea and seborrheic dermatitis of
the scalp were treated with either bifonazole shampoo (22 pa-
tients) or the vehicle shampoo (22 patients) in a randomized,
double-blind vehicle-controlled study. The patients were in-
structed to wash their scalps 3 times weekly for 6 weeks and
were examined every 3 weeks. Responses were evaluated by
clinicians using a clinical grading of scaling, erythema and
overall improvement, and also by the patients, who assessed
pruritus and overall improvement, using a scale of 0 to 3. The
improvement following the bifonazole shampoo was found to be
significantly greater than that achieved with the vehicle sham-
poo in regard to the clinical evaluation of scaling (p = 0.01) as
well as patient evaluation of pruritus (p = 0.008) and overall
improvement (p = 0.03). No major adverse side effects were
recorded.
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In recent years there have been numerous reports indicating a
beneficial effect of antifungal drugs, especially of the imida-
zole group and in particular ketoconazole, on seborrhea (S)
and seborrheic dermatitis (SD) (1), thus suggesting that Pity-
rosporum ovale plays a significant role in this discase. (Like
others, we consider $ and SD as parts of a spectrum of the
same discase). Bifonazole, another broad-spectrum anti-my-
cotic of the imidazole group, has also been shown to be effec-
tive against Pityrosporum ovale, both in vitro (2) and in vivo.
in gel and cream preparations (2. 3).

Hereby presented are the results of a double-blind rando-
mized study designed to determine the efficacy of bifonazole
shampoo on S and SD of the scalp.

PATIENTS AND METHODS

Fifty-one patients (19 females. 32 males with an age range from 18 to
67 years) who had been diagnosed clinically to have S or SD of the
scalp participated in the study. They were randomly allocatzad to one
of two groups; one was provided with bifonazole 1% shampoo. and
the other with only the shampoo base as a vehicle. Patients were
instructed to wash their scalp 3 times a week. with 2 applications of the
shampoo each time, the shampoo being on the scalp for 5 minutes.
Patients were examined by the same physician after 3 and 6 weeks of
treatment, and when possible after an additional 3 weeks of using a
non-medicated shampoo. The clinical findings were graded at each
visit in accordance with the degree of scaling, erythema, pruritus and
overall severity. using a scale from 0 to 3 (0 — none. 1 — mild, 2 -
moderate. 3 — severe scaling/erythema/pruritus/overall severity). At
the end of the study patients and physicians also gave their overall
impression of the treatment on a 0 to 3 scale. Moderate and marked
improvement were considered to indicate successful treatment.
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Statistics

The Student’s -test and the Mann-Whitney non-parametric test were
used to analyse the difference between the groups. The impression of
the patients and that of the physicians were compared using the
chi-squared (X7) test.

RESULTS

Seven patients were lost to follow-up and were excluded from
the study. Among the remaining 44 patients, 22 (12 with § and
10 with SD) were treated with bifonazole shampoo and 22 (13
with § and 9 with SD) were treated with the placebo. The
results of the study are shown in Fig. 1.

Bifonazole was significantly more effective in regard to scalp
scaling (p = 0.01), overall severity (p = 0.012) and pruritus (p
= 0.008). Although bifonazole improved erythema of the
scalp. the difference was not statistically significant. In analys-
ing the difference in overall patient and physician impression
of the treatment result (Fig. 2). this was found to be significant
(p = 0.03, 0.016 respectively). In the bifonazole group 63.6%
of the patients reported an overall improvement and 72.7%
were assessed by physicians to be improved. whereas in the
placebo group 27.3% of the patients reported improvement
and 31.8% were assessed by physicians as improved.

In response to our request to appear for follow-up 3 weeks
after termination of treatment only 9 patients from the bifona-
zole group and 2 patients from the placebo group came for
evaluation. Among the 9 patients in the bifonazole group. 6
(75%) who had shown improvement remained free of lesions.
and 2 (25%) showed a relapse: the remaining patient had
failed to respond to treatment and showed no change. The 2
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Fig. 1. Improvement of clinical parameters: bifonazole vs placebo.
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Fig. 2. Patients’ and physicians’ impression of treatment.

patients from the placebo group remained the same as in the
treatment period.

No major side effects were noted. One patient complained
of dryness of the skin and one of a burning sensation upon
contact of the shampoo with the eyes. Overall, the patients
found the treatment to be convenient, tolerable and cosmet-
ically pleasant.

DISCUSSION

The beneficial effect of antipityrosporal drugs in S and SD is
now beyond doubt, although the exact etiologic role played by
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Pityrosporum ovalelorbiculare in this disease is still being de-
bated.

Our study joins other works reporting the efficacy of anti-
fungal drugs, particularly those of the imidazole group, in S
and SD. Bifonazole 1% shampoo was demonstrated to be
superior to the vehicle, being effective in about 70% of the
patients with S and SD of the scalp as compared to a success
rate of about 30% for the placebo group. To the best of our
knowledge, this mode of treatment with an imidazole anti-
fungal in a shampoo base has been reported only for ketocona-
zole 2%, with cure rates from 67% to 899 (4-6) in such
patients. This mode of treatment constitutes a safe. effective
and cosmetically acceptable means of overcoming a problem
affecting a considerable number of patients.
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