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Abstract

Background: In Southeast Asian countries like Bangladesh, management of tinea is difficult where uses of several
systemic antifungal agents are very common. Fluconazole is a well-known hydrophilic triazole which is available,
cost effective and frequently used in treating several tinea infections in Bangladesh. For this reason, information
regarding the efficacy and safety of recommended high dose oral fluconazole in treating tinea corporis is very
important. We have not enough research-based data regarding this issue.

Aim of the study: The aim of this study was to evaluate the efficacy and safety of recommended high dose oral
fluconazole in treating tinea corporis.

Methods: This prospective observational study was conducted at Delta Medical College and Hospital,
Bangladesh during the period from January 2022 to June2022. In total 87 patients with tinea corporis were
enrolled in this study as study subjects. Proper written consents were taken from all the participants before data
collection. In the treatment procedure, all the patients were given oral fluconazole 300 mg once daily at night
regardless of meal for 6 weeks. Along with treatment data, all demographic and clinical information of the
participants were recorded. All data were processed, analyzed and disseminated by using MS Excel and SPSS
version 23 program as per necessity.

Results: In this current study, at follow up stage, the Mean + SD clinical score was found 1.14 + 0.15 which was
2.06 £ 0.27 at baseline and this change was significant where the P value was <0.0001. Besides these, in final
outcome assessment we observed that, among majority of the participants (62%), the signs and symptoms were
totally absent at the end of the treatment tenure of 6 weeks and their grade was ‘A’. Moreover, 23% patients got
the grade ‘B’ who got >50% clinical improvement. In this study, as the remarkable side effects, nausea and
headache were found which were in only 11% and 9% patients respectively. After 2 weeks of treatment,
fluconazole SGPT was found mildly elevated in only 2% cases and after 4 weeks of treatments, it was found elevate
but not more than 2-fold in only 4% cases.

Conclusion: As per the findings of this study, we can conclude that, as a recommended high dosage treatment
schedule, oral fluconazole 300 mg once daily at night regardless of meal for 6 weeks is an effective and safe
treatment option for the treatment of tinea corporis. Most of the patients of tinea corporis are comfortable with
the convenient dosage schedule of this treatment regime.
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I.  Introduction

In Southeast Asian countries like Bangladesh, management of tinea is difficult where uses of several
systemic antifungal agents are very common. Fluconazole which is a hydrophilic triazole, counts among the
recently developed antifungal agents. Fluconazole is characterized by excellent bioavailability, favorable
pharmacokinetic properties, low affinity for plasma proteins, long serum half-life and a large volume of
distribution corresponding to the total body fluid [1]. In a study [2] it was reported that, fluconazole is eliminated
from the stratum corneum 2 to 3 times more slowly than from plasma or serum. Besides the efficacy of fluconazole
in treating tinea corporis, a number of studies have established the effectiveness and good toleration of fluconazole
in treating oropharyngeal and mucosal mycosis [3, 4]. Specific measurements have exposed that, fluconazole
levels attained in the stratum corneum of the skin are 45 times those remain in the serum. [5] That study also
investigated whether 2 to 4 weeks of treatment at fluconazole 150 mg/week would also render good efficacy
results in this indication [5]. In recent years, there has been a prompt increase in occurrences of dermatophytosis
and unusual presentation [6]. Even, the suggested management of regularly prescribed antifungal treatment does
not appear to be applicable in this current circumstance, resulting in treatment failures as well as relapses when
administered in normal doses and for standard time [7].As a result, to overcome these problems, dermatophytosis
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care is becoming increasingly subjective [8, 9].Moreover, various criteria such as hair follicles, concurrent
involvement of a large body area, history of treatment failures, relapses and recurrences influence the choice of
therapy. [10]

I1.  Methodology

This prospective observational study was conducted at Delta Medical College and Hospital, Bangladesh
during the period from January 2022 to June 2022. In total 87 patients with tinea corporis were enrolled in this
study as study subjects. Proper written consents were taken from all the participants before data collection. The
whole intervention was conducted in accordance with the principles of human research specified in the Helsinki
Declaration [11] and executed in compliance with currently applicable regulations and the provisions of the
General Data Protection Regulation (GDPR) [12]. As per the inclusion criteria of this study, only culture positive
tinea corporis patients of both genders and from several age groups, who were not responding to conventional
antifungal therapy were included. On the other hand, according to the exclusion criteria of this study, cases with
evidence of hepatic or renal disease, nursing mother, pregnant females and patients with hypersensitivity or
intolerance to treatment were excluded. In the treatment procedure, all the patients were given oral fluconazole
300 mg once daily at night regardless of meal for 6 weeks. The signs and symptoms were rated as clinical score
0 to 3: 0 referred absent, 1 referred mild; 2 referred moderate and 3 referred severe symptoms of tinea corporis.
At the global clinical evaluations, we rated the clinical findings as A: Healed (absence of signs and symptoms),
B: Markedly improved (>50% clinical improvement), C: Considerable residual lesions (< 50% clinical
improvement), D: No change and E: Worse. Along with treatment data, all demographic and clinical information
of the participants were recorded. A predesigned questioner was used in data collection. All data were processed,
analyzed and disseminated by using MS Excel and SPSS version 23 program as per necessity.

I11.  Result

In this study, among total 87 participants, 32% were male whereas the rest63% were female. So, female
participants were dominating in number and the male-female ratio was 1:1.7. The mean £SD age of participants
was 43.52+14.72. Majority of the participant were married. In this study among total participants, 41% and 24%
participants were housewife and student respectively which was noticeable. In this current study, in analyzing the
changes in clinical scores of participants between baseline and follow up stages we observed that, at follow up
stage, the mean (+ SD) clinical score was found 1.14 + 0.15 which was 2.06 = 0.27 at baseline and this change
was significant where the P value was <0.0001. Besides these, in final outcome assessment we observed that,
among majority of the participants (62%), the signs and symptoms were totally absent at the end of the treatment
tenure of 6 weeks and their grade was ‘A’. Moreover, 23% patients got the grade ‘B’ who got >50% clinical
improvement. Then 8%, 5% and 2% patient got ‘C’, ‘D’ and ‘E’ grades at the follow up stage. In this study, as
the remarkable side effects, nausea and headache were found which were in only 11% and 9% patients
respectively. After 2 weeks of treatment with fluconazole SGPT was found mildly elevate in only 2% cases and
after 4 week’s treatment it was found elevate but not more than 2-fold in only 4% cases.

Table 1: Demographic status of participants (N=87)
n

Variables %
Gender distribution of participants

Male 32 37%
Female 55 63%
Mean +SD age of participants
Age in year 43.52+14.72
Marital status of participants
Married 58 67%
Unmarried 29 33%
Occupational status of participants
Housewife 36 41%
Student 21 24%
Service holder 13 15%
Businessmen 10 11%
Farmer 7 8%

DOI: 10.9790/0853-2112045357 www.iosrjournal.org 54 | Page



“Efficacy and Safety of Recommended High Dose Oral Fluconazole in The Treatment of ..

Table 2: Changes in clinical scores between baseline and follow up stages (N=87)

Stages Score (Mean + SD) P value
Baseline 2.06 +0.27 <0.0001
Follow up 1.14+0.15

Table 3:Final outcomes at follow up state of treatment (N=87)

Global status n %
A: Healed (absence of signs and symptoms) 54  62%
B: Markedly improved (>50% clinical improvement) 20  23%
C: Considerable residual lesions (< 50% clinical improvement) 7 8%
D: No change 4 5%
E: Worse 2 2%

Table 4:Distribution of side effects among participants (N=87)

Side effects n %
Nausea 10 11%
Headache 8 9%

® SGPT within limit = SGPT mildly elevated

Figure 1: Fluconazole SGPT level distribution among participants after 2 weeks (N=87)

85, 98%

m SGPT within limit m SGPT elevated (<2 fold)

Figure 2: Fluconazole SGPT level distribution among participants after 4 weeks (N=87)

IV.  Discussion

The aim of this study was to evaluate the efficacy and safety of recommended high dose oral fluconazole
in treating tinea corporis. Tinea corporis occurs worldwide and it is relatively frequent, but its incidence is higher
in tropics and subtropics. [13] Although in our study female patients were dominating in number in many studies
male patients were found more than female. In a study [14], the male to female ratio was 1.86, i.e., 65.00% were
males and 35.00% were females. The mean +SD age of our participants was 43.52+14.72.In another study Decroix
et al. [15], the mean age of tinea corporis patients was 39.7 years.In this current study, in analyzing the changes
in clinical scores of participants between baseline and follow up stages we observed that, at follow up stage, the
mean (+ SD) clinical score was found 1.14 + 0.15 which was 2.06 + 0.27 at baseline and this change was significant
where the P value was <0.0001.1n such high dose treatment, safety is a vital issue. In our study, as the remarkable
side effects, nausea and headache were found which were in only 11% and 9% patients respectively. After 2 weeks
of treatment with fluconazole SGPT was found mildly elevate in only 2% cases and after 4 week’s treatment, it
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was found elevate but not more than 2-fold in only 4% cases.In many other studies [16, 17] we found the uses of
such higher dosage schedule. In a study it was reported that, the serum levels of oral fluconazole measured
and were comparable to some other

Studies using daily doses of 200 to 400 mg [18] or of 800 mg [19]. In another study, it was reported
that, among patients with cryptococcosis managed with daily doses of 800as well as1000mg/day the
mean levels of serum fluconazole were found as 37.0 pg/mLand42.5 pg/mL, [20] respectively.
Fluconazole is widely used in several dermatomycosis. [21] An in vitro study to determine the activity of ten
antifungals against dermatophytes has shown that, T. rubrum, was more susceptible to fluconazole than other
species. [22] Besides oral administration, topical fluconazole has shown to be effective and safe in superficial
dermatomycosis. [23] The effectiveness as well as tolerability of fluconazole in the treatment of dermatomycoses
with localized lesions was found in Italian patients also. [24] So, the treatment regime of oral fluconazole 300 mg
once daily at night regardless of meal for 6 weeks may be considered as an effective treatment option for the
treatment of tinea corporis.

Limitation of the study:
This was a single centered study with small sized samples. Moreover, the study was conducted at a very short
period of time. So, the findings of this study may not reflect the exact scenario of the whole country.

V.  Conclusion & Recommendation
As per the findings of this study, we can conclude that, as a recommended high dosage treatment
schedule, oral fluconazole 300 mg once daily at night regardless of meal for 6 weeks is an effective and safe
treatment option for the treatment of tinea corporis. Most of the patients of tinea corporis are comfortable with the
convenient dosage schedule of this treatment regime. As fluconazole is a water-soluble molecule, it may be well
tolerated for several aged patients. We would like to recommend for wide range of use of fluconazole in treating
such tinea infection.
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