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Abstract

Objective: To compare the efficacy of terbinafine cream for 1 week with the efficacy of
miconazole cream for 4 weeks in the treatment of tinea pedis.

Method: Patients who visited our clinic for tinea pedis and who had positive KOH pre-
paration and positive culture for dermatophyte were treated with terbinafine cream for 1 week and
placebo for 3 weeks, or with miconazole cream for 4 weeks. Evaluation was done 1, 2, 3, 4 and 10
weeks after the start of the treatment. Mycological cure was defined as presence of a positive
KOH preparation and a positive culture before treatment, and negative results for both after
treatment. Clinical efficacy was defined as mycological cure and presence of at most a total signs
and symptoms score of two.

Result: Forty-eight patients were studied. Half of them were treated with terbinafine
and placebo and the other half with miconazole. Both groups had an equal distribution as to age,
sex, race, duration and seriousness of the fungal infection and previous treatment. Mycological
cure and clinical efficacy throughout the evaluation were similar in both treatment groups. After
10 weeks, mycological cure was seen in about 52.6 per cent and 55 per cent, and clinical efficacy in
about 47 per cent, 45 per cent in terbinafine and miconazole treatment group respectively.

Conclusion: In the treatment of tinea pedis local application of terbinafine cream for 1
week 1s as good as treatment with miconazole cream for 4 weeks.
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Tinea pedis (athlete's foot) is common in  which must be applied two to three times a day for
the general population. The most common treat- up to 4 weeks. However, the number of applications
ment for tinea pedis is topical antifungal drugs, required per day and the lengthy treatment period
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can lead to poor patient compliance and hence
to treatment failure. Clearly, a topical treatment of
shorter duration would be an advantage.

Terbinafine is a synthetic allylamine anti-
mycotic which exerts a primary fungicidal action
against dermatophytes and some moulds and yeasts
(1, 2), Terbinafine 1 per cent cream has been shown
to be an effective treatment for various forms of
dermatophytosis including tinea pedis(3-8). Re-
cently, it was shown that 1 week of terbinafine
twice daily is more effective than 4 weeks of clotri-
mazole twice daily(3).

In this double-blind study, terbinafine 1
per cent cream applied once daily for 1 week was
compared with twice daily application for 4 weeks
of 2 per cent miconazole cream in the treatment of
tinea pedis.

MATERIAL AND METHOD

Forty eight patients with mycologically
proven tinea pedis were included in the study.
Patients were randomized to receive once daily
treatment with terbinafine 1 per cent cream for 1
week, followed by 3 weeks of placebo cream, or
twice daily treatment with miconazole 2 per cent
cream for 4 weeks. Patients were assessed at weeks
0, 1, 2, 3, 4 (end of treatment) and 10 (6 weeks
following the end of treatment).

At each visit, a skin scraping was taken
for mycological examination in a central laboratory,
KOH preparation and culture in a Saboraud agar.
Any signs and symptoms of infection, namely ery-
thema, scaling, vesiculation, pustules, crusting and
pruritus, were rated by the physician on the scale
of: O=absent, 1=mild, 2=moderate, 3=severe, to give
a clinical score (maximum score of 18). Any adverse
events were recorded and scored on the scale of:
l=mild, 2=moderate, 3=severe. Patients were clas-
sified as mycologically cured if they were negative
on microscopy and culture. Mycologically cured
patients with a total signs and symptoms score of
2 were classified as ‘clinical efficacy’. The Mantel-
Haenszel chi-squared test was used to test for sig-
nificance between treatment groups.

RESULT

Forty eight patients with mycologically
proven tinea pedis were entered into the study. Of
these, 24 were asigned to terbinafine and 24 to
miconazole. The most common causal agent in
both groups was Trichophyton mentagrophytes.
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Infecting organisms are shown in Table 1. Mycolo-
gical cure rate (Table 2; Fig. 1) and effective treat-
ment rates (Table 3, Fig. 2) were similar in both
treatment groups at all time points. After 10 weeks
mycological cure was seen in about 52.6 per cent
and 55 per cent, and clinical efficacy in about 47
per cent, 45 per cent in terbinafine and miconazole
treatment groups respectively.

SUMMARY

Once daily application of terbinafine | per
cent cream for 1 week (followed by 3 weeks of
placebo) was similar, in terms of both mycological
cure and clinical efficacy, to twice daily applica-
tion for 4 weeks of miconazole. This findings was
comparable to another series(9).

Interestingly, the mycological cure rates
and clinical efficacy rates progressively increased
after discontinuation of the treatment with terbina-
fine (Fig. 1, 2 and Table 2, 3). This may be due to
the fact that terbinafine was detectable for more

Table 1. Infecting organisms in the tinea pedis

patients.

Terbinafine(%) Miconazole (%)

Trichophyton rubrum 4(16.7%) 7(29.2%)
Trichophyton mentagrophytes 18 (75%) 16 (66.7%)
Epidermophyton floccosum 2 (8.3%) 1 (4.2%)
Total 24 (100%) 24 (100%)
Table 2. Mycological cures.
Week Terbinafine (%) Miconazole (%)

1 3/24 (12.5%) 6/24 (25%)

2 7124 (29.2%) 9/23(39.1%)

3 8/22 (36.4%) 12/24 (50%)

4 12/22 (54.6%) 15/23 (65.2%)
10 10/19 (52.6%) 11/20 (55%)

Table 3. Clinical Efficacy

Week Terbinafine (%) Miconazole (%)
1 3/24 (12.5%) 1724 (4.1%)
2 5/24 (20.8%) 523 (21.7%)
3 521 (23.8%) 9/24 (37.5%)
4 9/22 (40.9%) 12/23 (52.2%)

10 9/19 (47.4%) 9/20 (45%)
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than 7 days after cessation of topical application with
terbinafine for 7 days and its concentration was
significantly higher than the known cidal concen-
trations for the common causative organisms of
superficial dermatomycoses(10). This study indi-
cates a significant potential for short-duration
treatment with terbinafine (Lamisil) 1 per cent
cream in superficial dermatomycoses.

Percentage of clinical efficacy.

A new topical antifungal which requires
fewer applications and a shorter duration of therapy
is clearly an advantage. Effective short-course
therapy with terbinafine may avoid treatment fai-
lure caused by noncompliance. This study demon-
strates that 1-week treatment with terbinafine 1 per
cent cream is as good as the recommended 4-week
treatment with miconazole 2 per cent cream.

(Received for publication on October 2, 1998)
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