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Table 6. Overall clinical efficacy rating.

Number of patients

4 weeks after study initiation

Unknown

Effective Sllgh?ly Ineffective
effective

Very

effective

(=)

—

81% (13/16)

2 weeks after study initiation

Type of lesions

Unknown

Ineffective

Slightly
effective

Effective

Very

effective

Plantar tinea pedis
Interdigital tinea pedis

—

<

Total
Efficacy rate*

50% (7/14)

*: Percentage of patients assessed as “Very effective” or “Effective”
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Useless Harmful Unknown
0 0 0
1 0 0
1 0 0

88% (14/16)

4 weeks after study initiation
Slightly
useful

Useful
2
2
4

useful
5
5
10

Very

Number of patients

Unknown
1
0
1

Table 7. Usefulness rating.
Harmful
0
0
0

Useless
0
1
1

2 weeks after study initiation
56% (9/16)

Slightly
useful
2
3
5

E ATY, MaBRARRICHE AN G L e 0 B h 5
L I 7z (p=0.626, Yates y*#7E), ZD LI, K4
_ DIf57=5MOE R F Y =) — LD R I
5 o]~ 53 BRHA SR B S0 KA 10 46 H 0 Ak
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ATW53,

— )7, aRERBAAG 2 R % O E AV R L RS
FERCELRDORNZ DI THEA A S, R
BB T, ZOHEERKEL 72, BT
V= VIR B L T 2 7 — AR A B

*: Percentage of patients assessed as “Very useful” or “Useful”

Type of lesions
Plantar tinea pedis
Interdigital tinea pedis
Total
Usefulness rate*
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Usefulness of bifonazole for treatment of tinea pedis in the 20th
year after approval

HirosHi MiTsui, Naoko KANDA, TAKaMITSU OHNIsHI, KENJI NAKALI,
Taku Suzuki and SHINICHI WATANABE
Department of Dermatology, Teikyo University School of Medicine

We studied the usefulness of Mycospor® Cream 1% (hereinafter referred to as “bifonazole cream”),
which was approved 20 years ago in Japan, with once-daily application in 16 patients with tinea pedis
(plantar tinea pedis, n=8; interdigital tinea pedis, n==8). One of them discontinued after 2 weeks of study
treatment due to aggravation of skin symptoms. This subject was excluded from assessment of mycologi-
cal activity and skin-symptom improvement at 4 weeks after initiation of treatment, but included in over-
all clinical efficacy rating and usefulness rating as an “ineffective” and “useless” case. The mean (=SD)
duration of study treatment among the 15 subjects (excluding the discontinued subject) was 26.5*+2.3
days (range: 21 to 28 days). The mycological eradication rate at Week 4 was 100% (15/15 subjects). The
scores on all skin symptoms (itching, redness, papules, blisters, pustules, maceration, and scaling) at
Week 4 significantly improved from the respective baseline scores (p<<0.05), and almost all skin symp-
toms disappeared. The skin-symptom improvement rate was 93% (14/15 subjects). The overall clinical
efficacy rate, which was assessed based on mycological efficacy and skin-symptom improvement rating,
was 81% (13/16 subjects). No adverse reaction was observed in any of the subjects. The usefulness rate,
which was assessed based on overall clinical efficacy and safety rating, was 88% (14/16 subjects). In this
study, we confirmed that the usefulness of bifonazole cream for the treatment of tinea pedis was consis-
tent with the results of studies performed before approval and 10 years after approval. About 20 years
have passed since its launch, but bifonazole cream still remains a useful antifungal drug for topical treat-
ment of tinea pedis.
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