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Abstract

AIM : To compare Efficacy of Clindamycin 1% gel v/s Dapsone 5% gel in the Treatment of
Mild to moderate acne vulgaris .

METHODOLOGY: An prospective observational study was conducted in Dermatology
department of IMCHRC Indore for a period of 18 months . All the adult patients with
complaints suggestive of Patients of Mild to Moderate acne vulgaris . A total of 100 patients
were involved in the study.

RESULTS we can infer that when used as monotherapy, topical dapsone gel was found to
be more effective in reducing the grade of acne when compared to topical clindamycin gel.
The probable reason for this is the additional anti-inflammatory action of dapsone compared
to the only anti bacterial action of clindamycin.

Although dapsone gel was marketed as a novel drug, we in our study did not find any
statistically significant results in favour of dapsonegel.

CONCLUSION:In conclusion, topical dapsone gel was found to be more effective in
reducing the grade of acne when compared to topical clindamycin gel.However, more
research on this topic with more number of patients & longer follow ups are required for
assessing the effects of the drug on the quality of life.

1. INTRODUCTION

Despite being regarded as a benign condition, it can have a severe psychological impact on
patients, particularly in those who have permanently disfiguring scars®™

Adult acne, however, was truly believed to be a contagious disease that could transfer from
one person to another in the absence of any medical research or adequate information®.

The pilosebaceous units (hair follicles and the sebaceous glands that surround them), which
are a frequent skin disorder known as acne vulgaris (AV), are affected .
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Acne vulgaris is the eighth most common skin disorder, with an estimated prevalence of
9.38% in people of all ages, according to the Global Burden of Diseases™ .

Clinically, it is differentiated by pleomorphic types of lesions such papules, comedones,
pustules, nodules, and cysts. It is an inflammatory disorder .

The most typically impacted areas are the face, chest, and back. Scarring, pigmentary
changes, and post-inflammatory macules can all happen.

It is typically a self-limiting illness®. Due to its protracted course, pattern of recurrence
and relapse, and signs like severe outbreaks or slow start, acne is regarded as a chronic
disease®,

Acne is caused by the sebaceous glands being oversensitive to a normal level of androgens
in the blood, which P. acnes and inflammation exacerbate.

Cutibacterium acnes causes acne vulgaris to appear throughout adolescence when
dehydroepiandrosterone (DHEA) is naturally circulating in the blood (DHEA)®.

Over 95% of adolescentboys and 85% of adolescent girls suffer with acne at some point in
their lives. Nearly 20% of these adolescents have moderate-to-severe acne, and up to 50% of
them still have acne as adults®.

Acne problems were directly caused by excessive oil production, pores getting clogged by
gummy skin cells, germs, and irritation®.

Acne can be categorised as mild, moderate, or severe depending on how many and what type
of skin lesions there are.

There are many therapeutic alternatives, ranging from topical to systemic medications, for
the treatment of acne.

Disease severity, patient choice, and tolerance are taken into account while choosing a
treatment (9).

Salicylic acid, benzoyl peroxide, antibiotics, combinations of antibiotics, retinoid medicines,
sulfone pharmaceuticals, and azelaic acid are among the topical treatments frequently
used on acne patients®?,

The standard treatment for mild to moderate acne is the use of a topical retinoid and
antibiotic in a set combination.

Topical retinoid however, also have side effects such itchiness, erythema, and
photosensitivity that might affect how well patients adhere to their treatment plans?.
Leprosy and a number of inflammatory dermatoses, such as dermatitis herpetiformis,
pyoderma gangrenosum, bullous lupus erythematosus, and linear immunoglobulin, have been
treated with Dapsone, a sulfone derivative, when administered orally*?.

Acne may be reduced by Dapsone, which is known to have antibacterial and anti-
inflammatory properties®. Dapsone was licenced by the FDA for acne patients in 2005, but
only if they had a negative G6PD deficiency test; however, after a phase IV trial, the FDA
eliminated this requirement, increasing feasibility®®).

Sulfone is a component of topical % Dapsone gel, which also includes a sophisticated solvent
micro particulate delivery method that allows stratum corneum penetration®. The goal of
developing topical Dapsone 5 %, manufactured in an aqueous-based gel carrier,for the
treatment of acne vulgaris was to reduce acne lesions through the drug's anti-inflammatory
properties  while avoiding toxicities related to systemic Dapsone use®?

Dapsone may provide physicians with a novel multimodal monotherapy for treating acne
due to its simultaneous anti-inflammatory and anti-microbial actions®. With or without other
systemic treatments, topical clindamycin is a well-proven therapy option for mild to
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moderate acne. It has been shown to be equally effective as topical erythromycin, topical
benzoyl peroxide, and systemic tetracycline.

Although side effects from topical treatment are uncommon, there have been occasional
instances of pseudomembranous colitis linked to topical clindamycin that have been
documented®>18) Other adverse effects include localised skin irritation (redness and
desquamation), which is mostly caused by the medication production method's carrier. When
antibiotics are used alone, bacterial resistance rises as well, which reduces their effectiveness
in treating acne®":18),

There aren't many research directly comparing topical Dapsone and topical clindamycin.
With this in mind, the current study was conducted to compare the effectiveness of topical
Dapsone with the widely used treatment method clindamycin gel in the patient population
suffering from acne wvulgaris. In this study, the effectiveness of % clindamycin and %
Dapsone gel in treating individuals with Grade | and Il acne vulgaris was compared.

AIM: To compare Efficacy of Clindamycin 1% gel v/s Dapsone 5% gel in the Treatment of
Mild to moderate acne vulgaris

2. MATERIAL AND METHODS

An prospective observational study was conducted in Dermatology department of IMCHRC
Indore for a period of 18 months . All the adult patients with complaints suggestive of
Patients of Mild to Moderate acne vulgaris, A total of 100 patients were involved in the study.
The study was formally started after getting the clearance from the institutional ethical
committee. All the adult patients of mild to moderate acne aged between 14-40 years With
GAGS score 0-30, included in the study. 50 patients selected from OPD with symptoms of
mild to moderate acne of both sexes were entered in this case group and 50 patients with
other cutaneous diseases served as controls. The study included a total of 100 patients (50
cases and 50 controls). The research protocol was approved by the Institutional ethics and
scientific review committee. Subjects with nodulocystic acne, acne fulminans, acne
conglobate, GAGS score > 30, subjects using anti-acne medication in last 30 days before
study entry ,subjects with hormonal imbalance, truncal acne, pregnant and lactating women
h/o drug allergy to dapsone, clindamycin & patients not giving consent for the study were
excluded from the study. Informed consent taken from the patients for enrollment in the
study. Detailed history and clinical examination was conducted and the details were entered
in a proforma. History include age, occupation, , treatment details for acne (on the contour
drug). Personal history and drug history for any allergies, chronic illness, hypertension,
diabetes mellitus was taken. Family history of acne was taken.Investigation details like
Complete blood count (CBC) including peripheral blood smear& were done. Clinical
examination was done. General, physical, and systemic examinations were -carried
out and recorded .
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3. RESULTS
Table 1: Comparison of age group of patients with drug used
Group
Group A: Clindamycin | Group B: Dapsone5%
1% gel gel Chi Square
Age Group ColumnN ColumnN | Value P Value
Count % Count %
14-20 24 48.00% 16 32.00%
21-25 14 28.00% 20 40.00%
26-30 8 16.00% 12 24.00%
31-35 4 8.00% 1 2.00%
36-40 0 0.00% 1 2.00% 6.259 0.181
Total 50 100% 50 100%
Table 2: Comparison of Gender of patients with drug used
Group
Group A: Group B: Dapsone
Clindamycin 1% gel 5%
Chi Square
Gender ColumnN ColumnN Value P Value
Count o Count o
Yo Yo
Female 32 64.00% 29 58.00%
Male 18 36.00% 21 42.00%
0.378 0.539
Total 50 100% 50 100%
Table 3: Comparison of Duration of Acne with drug used
Group
Group A: Group B: Dapsone5%
i i 0,
Clindamycin 1%gel gel Chi Square P
Duration Value Value
Count |ColumnN % | Count COI%Z” N
< 6 month 10.0% 5 10.0%
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,\;’ o'nltﬁs 30 60.0% 24 48.0%
:Azo;]tlhss 7 14.0% 8 16.0% L6 | 074
,{fo;]tii 5 10.0% 8 16.0%
> 24 months 3 6.0% 5 10.0%
Total 50 100% 50 100%
Table 4: Distribution of patients according to Grades of acne on subsequent follow ups
Count Column N %
None 0 0.0%
Minimal 13 13.0%
Acne Grade (Day 1) Mild 41 41.0%
Moderate 46 46.0%
None 11 11.0%
Minimal 26 26.0%
Acne Grade (Week 4) Mild 41 41.0%
Moderate 22 22.0%
None 34 34.0%
Minimal 26 26.0%
Acne Grade (Week 8) Mild 34 34.0%
Moderate 6 6.0%
None 54 54.0%
Minimal 24 24.0%
Acne Grade (Week12) Mild 21 21.0%
Moderate 1 1.0%
Table 5: Comparison and association of Grades of acne onsubsequent follow ups with
drug used
Group
Group A: Group B: Dapsone
Clindamycin 5%
1% gel gel Chi
square
Column Column value | pvalue
Count N % Count N %
None 0.0% 0 0.0%
Acne
Grade Minimal 14.0% 6 12.0% 0.101 0.951
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(Day 1) Mild 20 400% | 21 | 42.0%
Moderate 23 46.0% 23 46.0%
None 5 10.0% 6 12.0%
Acne Minimal 11 22.0% 15 30.0%
Grade :
(Weekd) Mild 21 42.0% 20 40.0% 1.458 | 0.692
Moderate 13 26.0% 9 18.0%
None 16 32.0% 18 36.0%
Acne Minimal 11 22.0% 15 30.0%
Grade :
(Week8) Mild 19 38.0% 15 30.0% 2859 | 0.600
Moderate 4 8.0% 2 4.0%
None 23 46.0% 31 62.0%
Acne Minimal 12 24.0% 12 24.0%
Grade :
(Week12) Mild 14 28.0% 7 14.0% 8617 | 0211
Moderate 1 2.0% 0 0.0%
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Group
Group A: Clindamycin ) o
1% gel Group B: Dapsone5% gel
Standard Standard t Value p Value
Mean Deviation Mean Deviation
GAGS
Scori)(Day 16.6 9.0 16.7 8.3 0.035 0.972
GAGS
Score4()W€ek 12.7 9.8 10.2 8.3 1467 | 0.146
GAGS
ScoreS()Week 7.6 7.8 5.9 6.6 1.215 0.227
GAGS
Scorelé\)’veek 5.0 5.9 25 41 2423 | 0017

Table 6: Comparison and association of types of side effects withdrug used

Group
Group A: Clindamycin Group B: Dapsone5%
1%gel gel _
Chi square
value p value
ColumnN ColumnN
Count % Count %

Irritation 1 2.0% 4 8.0% 1.895 0.169
Burning 2 4.0% 5 10.0% 1.099 0.295
Pruritis 2 4.0% 0 0.0% 344 0.558
Erythema 1 2.0% 4 8.0% 122 0.727
Oily Skin 0 0.0% 1 2.0% 3.093 0.079
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IMAGES

GROUP A - CLINDAMYCIN 1 % GEL

WEEK 8 WEEK 12
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WEEK 8 WEEK 12
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4. DISCUSSION

Acne is common problem in adolescents and young adults. Acne and its associated
problems affects as many as 85% of adolescents and young adults. Both topical Clindamycin
1% gel gel and topical dapsone 5% gel are used in treatment of mild to moderate acne
vulgaris

Group A: Clindamycin 1% gel participants were advised for topical application of
Clindamycin 1% gel gel and Group B: Dapsone 5% participants were advised for topical
application of Dapsone 5% gel. Patients were followed up for 12 weeks.

The key findings of the study are discussed below

Age and Gender

In present study, most of the study participants in this study belongs to 14 — 20 years of age,
followed by 21 - 25 years of age group. Least number of participants belongs to 36 — 40
years of age group. Mean age of the participants was 22.1 £ 5 years. Study participants were
divided into 2 groups Group A: patients advised to use Clindamycinl% gel and Group B:
patients advised to use dapsone 5%. Most of the participants belongs to 14-20 years of age
group in both group A and group B.

mean age in Group A: Clindamycin 1% gel and Group B: Dapsone 5%

was 21.70 + 4.8 years and 22.40 + 5.2 years respectively. In Group A: Clindamycin 1% gel,
14 — 25 years of age group consists of maximum 76% of patients rest 24%. Belonged to > 25
years of age. And in Group B: Dapsone 5%, most of the patients were in 14 — 25 years of
age group 72%, rest 28 % belonged to > 25 years of age. Similar findings were reported in a
study conducted by Balvinder Brar et al “® Age distribution showed 80% of patients were of
age group 14 to 24 years. While, 20% were above 24 years of age. Age group distribution
showed 73% patient were between 14-24 years of age, while rest 27% were above 24 years
of age. Preeti Yadav et al “® conducted similar findings as their study and reported 77%
participants were in the age group of 13 — 19 years.

In this study, 61% of the participants in this study were females and 39% were males.
64% of the Group A: Clindamycin 1% gel participants were females and 36% were males
while in Group B: Dapsone 5% 58% were females and 42% were males. In a study
conducted by Balvinder Braret al “® it was found that in Dapsone group 56% were
females and44% were males while in Clidamycin group 54% were females and 46% were
males.

Duration of Acne:

54 (54%) of patients in this study had 6 — 12 months of long history of acne followed by 12
— 18 months 15 (15%). Only 8 (8%) of patients had > 24 months of long history of acne .
Group A: Clindamycin 1% gel 60% had 6 — 12 months of acne history and in Group B:
Dapsone 5% 48% had 6 — 12 months of acne. It is almost equally divided in both groups A
and B.

Acne Grade:

Present study, Results from both Groups A: Clindamycin 1% gel and Group B: Dapsone 5%
were recorded in tabulated form and statistically analyzed considering significant p value
<0.05.

It was reported that among both the groups number of participants withmoderate grade of
acne were maximum (23 in each group A and group B) on day 1. And no statistical difference
among the groups was foundwith p value of 0.951.
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After 4 weeks of treatment, it was found that there was decrease in the number of moderate
number of cases among both the groups andincrease in the number of patients in mild and
minimal grades. Total 5 patients were cured with Clindamycin 1% gel therapy and 6 patients
were cured with Dapsone 5% therapy. However no statistical difeerence was found among
the groups with p value of 0.692.

After 8 weeks, Total 16 patients were cured with Clindamycin 1% gel therapy and 18
patients were cured with Dapsone 5% therapy. However no statistical diference was found
among the groups with p value of 0.600.

After 12 weeks of treatment, Total 23 patients were cured with Clindamycin 1% gel therapy
and 31 patients were cured with Dapsone5% therapy. However no statistical difeerence was
found among the groups with p value of 0.600.

It was found that there was gradually increase in the number of cured patients on subsequent
follow-ups among both the group. And no significant difference was noticed.

In a study conducted by Durai PCT et al ®”- similar findings was observed. They reported
more number of patients with moderate grade of acne than mild. But they had no statistical
significant result through all follow-ups which is similar to our study.

Comparison of efficacy of Dapsone 5% gel vs Clindamycin 1% gel gel with various studies.

Cured with Dapsone 5% Cured with
S . gel Clindamycin 1% gelget
No. y after 12 weeks after 12 weeks
1 Richa Verma et al “® 50% 55.5%
Balvinder Brar et al

(40) 50% 46.6%

3 Present Study 62% 46%
GAGS Score:

In this study, GAGS score mean was highest on day 1,which is subsequently decreases with
treatment and on week 12 it decrease to 7. Mean of GAGS Score had no significant
difference between both groups from day 1, week 4 and week 8 with P values of 0.972, 0.146
and 0.227 respectively. After 12 weeks, statistical significant difference was observed
between both groups with p value of 0.017. On comparison of baseline finding with the
subsequent follow ups, it was found that among both groups significant improvement was
observed.
In a study conducted by Andrew F. Alexis et al “!- similar findingswas observed. They
also had significant decrease in GAGS Score from day 0 to week 12. Charles W Lynde ** in
their study also reported similar findings with our study and had decrease in mean of GAGS
Score from Day 0 to week 12. Zoe D. Draelos 7 also reported similar findings as our study.
Side effects:
Dapsone is an antibacterial agent of the sulfone family that is widely used to treat diseases
such as leprosy, malaria, pneumonia, or toxoplasmosis in immunocompromised patients
“#9)- Dapsone is also used topically to treat many skin conditions, including acne vulgaris
(0 Dapsone is frequently reported as a cause of methemoglobinemia, with an estimated
incidence of up to 20% after oral administration. Trials have confirmed that topical dapsone
gel 5% is effective and safe as monotherapy and in combination with other topical agents in
mild tomoderate acne vulgaris. ©V In this study, no patients reported to have any such illness.
In this study, 13% of the patients had any of the side effect and 87% ofthe participants had no
side effects. Irritation, burning, pruritis, erythema, and oily skin were mostly associated side
effects. Group B: Dapsone 5% had more number of side effects than Group A: Clindamycin
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1% gel. but no statistical significant association was seen between both groups with any of
the side effects. In a study Andrew F. Alexis et al “!, they also reported side effects such as
burning, erythema, dryness, peeling and oily skin and had subsequent increasein frequency
of this side effects from day 0 to week 12.

5. CONCLUSION

In conclusion, we can infer that when used as monotherapy, topical dapsone gel was found to
be more effective in reducing the grade of acne when compared to topical clindamycin gel.
The probable reason for this is the additional anti-inflammatory action of dapsone compared
to the only anti bacterial action of clindamycin.

Although dapsone gel was marketed as a novel drug, we in our study did not find any
statistically significant results in favour of dapsonegel.

However, more research on this topic with more number of patients & longer follow ups are
required for assessing the effects of the drug on the quality of life.
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