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Abstract

Original Research Article

A clinical trial was carried out in the Department of Dermatology and Venereology, Cumilla Medical College
Hospital; Cumilla, Bangladesh during the period from July 2018 to December 2018. Total sixty (60) patients of
clinically diagnosed mild to moderate acne vulgaris was enrolled and thirty (30) of Group I patients were treated by
dapsone gel, 7.5% and another thirty of Group II patients were treated by Clyndamycin cream over 28 days in patients
with moderate acne vulgaris. Our objectives were to assess the efficacy and safety of dapsone gel, 7.5% on the
Treatment of Acne Vulgaris. At baseline mean number of comedones in Group I and Group II was 13.11±3.67 and
12.12±3.61, respectively (p=0.415) and at final follow-up 4.10±4.11 and 4.50±3.10 in each group (p>0.05). At
baseline mean number of papules in Group I and Group II was 18.11±9.48 and 19.01±13.44, respectively (p=0.725)
and at final follow-up 8.02±7.69 and 8.03±9.68 (p>0.05). At baseline mean number of pustules in Group I and Group
II was 0.49±1.43 and 0.50±1.31, respectively (p=0.897) and at final follow-up 0.08±0.36 and 0.00 (p>0.05). At
baseline mean of total acne score was 29.96±14.23 and 30.90±17.17 in Group I and Group II and at final follow-up it
was 11.87±12.04 and 11.20±13.85, respectively in Group I and Group II (p>0.05). Percent reduction of acne severity
from baseline to final follow-up was 69.20±23.41 in Group I and 74.77±23.30 in Group II (p=0.393). At final followup 56.7% of Group I and 63.3% of Group II achieved excellent response and 13.3% of Group I and 16.7% of Group II
achieved good response. It can be concluded dapsone gel 7.5% was found to be more effective than Clyndamycin
cream in the treatment of acne vulgaris.
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INTRODUCTION
Acne vulgaris is a common dermatological
disorder of the pilosebaceous unit presenting usually at
puberty [1]. It is characterized by the formation of open
and closed comedones (non- inflammatory lesions),
papules,
pustules,
and
nodulocystic
lesions
(inflammatory lesions) generally affecting the face,
arms, and back. The pathogenesis is complex and
multifactorial which includes abnormal sebum
production, follicular hyperkeratinization, bacterial
proliferation and inflammation [2-4].The treatment
goals are directed to reduce activity of the sebaceous
glands, normalize follicular proliferation, reduce
bacterial colonization and control inflammation[5,6].
Owing to the use of topical and systemic antibiotics for
acne vulgaris, the incidence of antibiotic-resistant
Propionibacterium acnes is increasing worldwide.
Dapsone is a sulfone antibacterial with antiinflammatory actions, which are thought to be largely

responsible for its efficacy in treating acne vulgaris.
The benefits of dapsone 7.5% gel over vehicle were
seen as early as week 2 for inflammatory lesion counts,
and from week 4 or 8 for other outcomes. Dapsone
7.5% gel was well tolerated, with a low incidence of
treatment-related adverse events, with the majority of
adverse events being administration-site related and
mild or moderate in severity. Thus, dapsone 7.5% gel is
an effective and well tolerated option for the topical
treatment of acne vulgaris in patients [7]. Acne is a
chronic inflammatory skin disease that is estimated to
affect approximately 85% of the population at some
point in their lives [8]. Generally straightforward to
recognize clinically, acne has a variable presentation
with a constellation of lesion types including open and
closed comedones, papules, pustules, nodules, and cysts
[8, 9]. The face is involved in most cases, and the trunk
is affected in up to 61% of patients [10-12]. Acne
lesions can progress to scars, postinflammatory
hyperpigmention (PIH), or both, which can be
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bothersome to patients [10-12]. There are different
treatment options available for patients with acne
vulgaris. All approaches have advantage and
disadvantages and none is appropriate for every patient
[13]. But dapsone 7.5% gel is well tolerated and most
effective than traditional other molecules. The
convenient dosage schedule and easy applying feature
may make it popular to the patients for the treatment of
acne vulgaris.
Objectives
To assess the efficacy and safety of dapsone gel 7.5%
on the Treatment of Acne Vulgaris in Bangladesh
To assess the options for better treatment of Acne
Vulgaris in Bangladesh

METHOD AND MATERIALS
A clinical trial was conducted in the
department of Dermatology and Venereology, Cumilla
Medical College Hospital; Cumilla, Bangladesh during
the period from July 2018 to December 2018. Patients
of acne vulgaris during the study period were enrolled
in the study. Complete history, general physical and
dermatological examinations were done for all enrolled
patients. For women of reproductive age reproductive
history, menstrual history, lactation and pregnancy plan
were carefully judged. History and physical findings
were recorded in a structured questionnaire. Finally
those patients, who matched the inclusion and exclusion
criteria, were selected for the study. Inclusion criteria of
patient selection were patients clinically diagnosed as
acne vulgaris who gave informed consent to be included
in the study, age ≥12 years of both sexes, patients with
non-inflammatory
(comedones)
lesions
and
inflammatory (papules, pustules) lesions on the face.
Data were collected by face to face interview and were
recorded in a questionnaire. Information was collected
by taking medical history and clinical examination.
Baseline laboratory investigations were carried out for
purpose of exclusion and monitoring of side effects.
Laboratory investigations included complete blood
counts, liver function tests, serum creatinine, random
blood sugar level, and serum cholesterol and
triglyceride level. Total sixty (60) patients of clinically
diagnosed mild to moderate acne was enrolled and
divided into Group I and Group II. Thirty of Group I
patients were treated by dapsone gel 7.5% and thirty of
Group II patients were treated by Clyndamycin cream.
Patients were clinically assessed monthly for three
months. Each time the severity index of the disease was
calculated and recorded and clinical photographs were
taken. The final clinical assessment was done and the
severity index was calculated at the end of the third
month. Then the patient was followed up at the second
month in the post-treatment period to look for any
recurrence. A four point scale is used to measure the
level of response to treatment, if >75% clear- Excellent
response; if 50-75% clear- good response if 25-50%
clear fair response; if <25% clear poor response. Safety
and tolerability were assessed through evaluations of

local facial tolerability and adverse events. On each
follow up, clinical evaluation of the patients were
undertaken in order to assess the Efficacy and Safety of
dapsone gel 7.5% on the treatment of Acne Vulgaris.
Data were analyzed by computer software package and
level of significance was measured by using appropriate
statistical tests. Statistical significance (p value) was set
at 0.05 level and confidence interval at 95% level.

RESULTS
Thirty (30) of Group I patients were treated by
dapsone gel 7.5% and thirty (30) of Group II patients
were treated by Clyndamycin cream. Mean ± SD of age
of onset of acne was 20.01±3.43 years and 18.02±2.52
years in Group I and Group II, respectively (p=0.345),
[Table 1]. Mean duration of disease was 17.04±16.77
months and 27.00±39.91 months in Group I and Group
II, respectively (p=0. 213). Facial lesions were present
in 96.7% of Group I and 100.0% of Group II, neck
lesions was present in 6.7 % and Nose lesions in 3.3%
(p>0.05) in each group [Table 2]. At baseline mean
number of comedones in Group Iand Group II was
13.11±3.67 and 12.12±3.61, respectively (p=0.415). At
1st follow-up mean number of comedones in Group I
and Group II was 7.80±4.11 and 7.77±4.08,
respectively, at 2nd follow-up it was 6.10±4.03 and
5.63±4.16 and at final follow-up 4.17±4.02 and
3.47±4.00 in each group (p>0.05), [Table 3] At baseline
mean number of papules in Group I and Group II was
18.11±9.48 and 19.01±13.44 respectively (p=0. 725).
At 1st follow-up, mean number of papules in Group I
and Group II was 12.40±9.46 and 13.10±12.67,
respectively, at 2nd follow-up it was 9.97±8.73 and
10.10±11.17 and at final follow-up 7.63±8.08 and
7.73±9.98, respectively (p>0.05), [Table 4] and Group
II was 0.49±1.43 and 0.50±1.31, respectively (p=0.
922). At 1st follow-up mean number of pustules in
Group I and Group II was 0.30±0.88 and 0.30±0.75,
respectively, at 2nd follow-up, it was 0.17±0.59 and
0.10±0.31 and at final follow up 0.08±0.36 and 0.00,
respectively (p>0.05), [Table 5]. At baseline mean of
total acne score (acne score of comedones, papules and
pustules) was 29.96±14.23 and 30.90±17.17 in Group I
and Group II, respectively. At 1st follow-up it was
20.50±13.64 and 21.17±16.94, respectively in Group I
and Group II, at 2nd follow-up it was 16.23±12.74 and
15.83±15.29 and at final follow up it was 11.87±12.04
and 11.20±13.85, respectively in Group I and Group II
(p>0.05). Percent reduction of acne severity from
baseline to final follow up was 69.20±23.41 in Group I
and 74.77±23.30 in Group II (p=0.393), [Table 6]. At
1st follow-up, 3.3% of both group got excellent
response, 10.0% of Group I and 26.7% Group II got
good response, 60.0% of Group I and 40.0% of Group
II got fair response and 26.7% of Group I and 30.0% of
Group II got poor response (p=0.298). At 2nd followup, 13.3% of Group I and 30.0% of Group II got
excellent response, 46.7% of Group I and 40.0% of
Group II got good response, 30.0% of Group I and
13.3% of Group II got fair response and 10.0% of
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Group I and 6.7% of Group II got poor response
(p=0.513). At final follow-up, 56.7% of Group I and
63.3% of Group II achieved excellent response, 13.3%
of Group I and 16.7% of Group II achieved good

response, 23.3% of Group I and 16.7% of Group II
achieved fair response and 6.7% of Group I and 3.3% of
Group II achieved poor response (p=0.794) [Table 7].

Table-I: Mean and standard deviation of age at first acne appeared (years) and duration of Acne (months). (n=60)
Age at first acne appeared (yrs.)
Duration of acne (months)

Group
Group I
Group II
20.01±3.43
18.02±2.52
17.04±16.77 27.00±39.91

p value*
0.345
0.213

Table-II: Distribution of groups by site of lesion (n=60)
Site
Face
Neck
Nose

Group
Group I
29 (96.7)
2 (6.7)
1 (3.3)

p value*
Group II
30 (100.0)
2 (6.7)
1 (3.3)

0.276
0.888
0.888

Table-III: Mean number of comedones at baseline and subsequent follow-ups. (n=60)
Mean number of comedones
Baseline
1st follow-up
2nd follow-up
Final follow-up

Group
Group I
13.11±3.67
7.80±4.11
6.10±4.03
4.10±4.11

p value*
Group II
12.12±3.61
7.77±4.08
5.63±4.16
4.50±3.10

0.415
0.879
0.714
0.498

Table-IV: Mean number of papules at baseline and subsequent follow-ups. (n=60)
Mean number of papules
Baseline
1st follow-up
2nd follow-up
Final follow-up

Group
Group I
18.11±9.48
12.40±9.46
9.97±8.73
8.02±7.69

p value*
Group II
19.01±13.44
13.10±12.67
10.10±11.17
8.03±9.68

0.725
0.713
0.878
0.934

Table-V: Mean number of pustules at baseline and subsequent follow-ups. (n=60)
Pustules

Group

Baseline
1st follow-up
2nd follow-up
Final follow-up

Group II
0.49±1.43
0.30±0.88
0.17±0.59
0.08±0.36

p value*
Group II
0.50±1.31
0.30±0.75
0.10±0.31
0

0.897
0.888
0.614
0.387

Table-VII: Distribution of lesions begin to clear by groups in different follow up (n=60)
Lesions begin to clear
1st follow up
Excellent
Good
Fair
Poor
2nd follow up
Excellent
Good
Fair
Poor
3rd follow up
Excellent
Good
Fair
Poor

Group
Group A

Group II

p value*

1 (3.3)#
3 (10.0)
18 (60.0)
8 (26.7)

1 (3.3)
8 (26.7)
12 (40.0)
9 (30.0)

0.298

4 (13.3)
14 (46.7)
9 (30.0)
3 (10.0)

9 (30.0)
12 (40.0)
7 (13.3)
2 (6.7)

0.513

17 (56.7)
4 (13.3)
7 (23.3)
2 (6.7)

19 (63.3)
5 (16.7)
5 (16.7)
1 (3.3)

0.794

© 2019 Scholars Journal of Applied Medical Sciences | Published by SAS Publishers, India

1772

Abu Jafor et al., Sch J App Med Sci, May, 2019; 7(5): 1770-1774

DISCUSSION
Thirty (30) of Group I patients were dapsone
gel 7.5% and thirty (30) of Group II patients were
treated by Clyndamycin cream. Mean ± SD of age of
onset of acne was 20.01±3.43 years and 18.02±2.52
years in Group I and Group II, respectively (p=0.345),
[Table 1]. Mean duration of disease was 17.04±16.77
months and 27.00±39.91 months in Group I and Group
II, respectively (p=0. 213). Facial lesions were present
in 96.7% of Group I and 100.0% of Group II, neck
lesions was present in 6.7 % and Nose lesions in 3.3%
(p>0.05) in each group. At baseline mean number of
comedones in Group I and Group II was 13.11±3.67
and 12.12±3.61, respectively (p=0.415). At 1st followup mean number of comedones in Group I and Group II
was 7.80±4.11 and 7.77±4.08, respectively, at 2nd
follow-up it was 6.10±4.03 and 5.63±4.16 and at final
follow-up 4.17±4.02 and 3.47±4.00 in each group
(p>0.05). At baseline mean number of papules in Group
I and Group II was 18.11±9.48 and 19.01±13.44
respectively (p=0. 725). At 1st follow-up, mean number
of papules in Group I and Group II was 12.40±9.46 and
13.10±12.67, respectively, at 2nd follow-up it was
9.97±8.73 and 10.10±11.17 and at final follow-up
7.63±8.08 and 7.73±9.98, respectively (p>0.05) and
Group II was 0.49±1.43 and 0.50±1.31, respectively
(p=0. 922). At 1st follow-up mean number of pustules
in Group I and Group II was 0.30±0.88 and 0.30±0.75,
respectively, at 2nd follow-up, it was 0.17±0.59 and
0.10±0.31 and at final follow up 0.08±0.36 and 0.00,
respectively (p>0.05). At baseline mean of total acne
score (acne score of comedones, papules and pustules)
was 29.96±14.23 and 30.90±17.17 in Group I and
Group II, respectively. At 1st follow-up it was
20.50±13.64 and 21.17±16.94, respectively in Group I
and Group II, at 2nd follow-up it was 16.23±12.74 and
15.83±15.29 and at final follow up it was 11.87±12.04
and 11.20±13.85, respectively in Group I and Group II
(p>0.05). Percent reduction of acne severity from
baseline to final follow up was 69.20±23.41 in Group I
and 74.77±23.30 in Group II (p=0.393). At 1st followup, 3.3% of both group got excellent response, 10.0%
of Group I and 26.7% Group II got good response,
60.0% of Group I and 40.0% of Group II got fair
response and 26.7% of Group I and 30.0% of Group II
got poor response (p=0.298). At 2nd follow-up, 13.3%
of Group I and 30.0% of Group II got excellent
response, 46.7% of Group I and 40.0% of Group II got
good response, 30.0% of Group I and 13.3% of Group
II got fair response and 10.0% of Group I and 6.7% of
Group II got poor response (p=0.513). At final followup, 56.7% of Group I and 63.3% of Group II achieved
excellent response, 13.3% of Group I and 16.7% of
Group II achieved good response, 23.3% of Group I and
16.7% of Group II achieved fair response and 6.7% of
Group I and 3.3% of Group II achieved poor response
(p=0.794). In our study, at baseline mean of total acne
score was 29.96±14.23 and 30.90±17.17 in Group I and
Group II. At 1st follow-up it reduced to 20.50±13.64
and 21.17±16.94, respectively in Group I and Group II,

at 2nd follow-up it was 16.23±12.74 and 15.83±15.29
and at final follow-up, it was 11.87±12.04 and
11.20±13.85 respectively in Group I and (p>0.05).
Percent reduction of acne severity from baseline to final
follow-up was 69.20±23.41 in Group I and 74.77±23.30
in Group II (p=0.393).
Limitations of the study
This was a single center study with a small
sample size. So, the study results might not be reflected
in the whole country.

CONCLUSION
Clyndamycin cream was found to be effective
in the treatment of acne vulgaris but dapsone gel 7.5%
was found to be superior in efficacy and Safety. Further
multicenter, randomized, double-blind study should be
conducted with large sample size.

REFERENCES
1.

2.

3.

4.

5.

6.

7.

8.

9.

Gollnick H, Cunliffe W, Berson D, Dreno B,
Finlay A, Leyden JJ, Shalita AR, Thiboutot D.
Management of acne: a report from a Global
Alliance to Improve Outcomes in Acne. Journal of
the American Academy of Dermatology. 2003 Jul
1;49(1):S1-37.
Sagransky M, Yentzer BA, Feldman SR. Benzoyl
peroxide: a review of its current use in the
treatment of acne vulgaris. Expert Opin
Pharmacother. 2009; 10(15):2555-62.
Eichenfield LF, Alió Sáenz AB. Safety and
efficacy of clindamycin phosphate 1.2%- benzoyl
peroxide 3% fixed-dose combination gel for the
treatment of acne vulgaris: a phase 3, multicenter,
randomized, double-blind, active- and vehiclecontrolled study. J Drugs Dermatol. 2011;
10(12):1382-96.
Ross JI, Snelling AM, Carnegie E, Coates P,
Cunliffe WJ, Bettoli V, Tosti G, Katsambas A,
Galvan Perez Del Pulgar JI, Rollman O, Török L.
Antibiotic‐ resistant acne: lessons from Europe.
British
journal
of
Dermatology.
2003
Mar;148(3):467-78.
Weiss JS. Current options for the topical treatment
of acne vulgaris. Pediatric dermatology. 1997
Nov;14(6):480-8.
Savage LJ, Layton AM. Treating acne vulgaris:
systemic, local and combination therapy. Expert
review of clinical pharmacology. 2010 Jul
1;3(4):563-80.
Al-Salama ZT, Deeks ED. Dapsone 7.5% Gel: A
Review in Acne Vulgaris. American journal of
clinical dermatology. 2017 Feb 1;18(1):139-45.
Gollnick H. Acne and related disorders. In: Elzouki
AY, Harfi HA, Nazer H, Oh W, Stapleton FB,
Whitley RJ, eds. Textbook of Clinical Pediatrics.
Berlin: Springer. 2012: 1447-1466.
Gollnick HP, Bettoli V, Lambert J, Araviiskaia E,
Binic I, Dessinioti C, Galadari I, Ganceviciene R,

© 2019 Scholars Journal of Applied Medical Sciences | Published by SAS Publishers, India

1773

Abu Jafor et al., Sch J App Med Sci, May, 2019; 7(5): 1770-1774

Ilter N, Kaegi M, Kemény L. A consensus‐ based
practical and daily guide for the treatment of acne
patients. Journal of the European Academy of
Dermatology
and
Venereology.
2016
Sep;30(9):1480-90.
10. Nast A, Dréno B, Bettoli V, Bukvic Mokos Z,
Degitz K, Dressler C, Finlay AY, Haedersdal M,
Lambert J, Layton A, Lomholt HB. European
evidence‐ based (S3) guideline for the treatment of
acne–update 2016–short version. Journal of the
European Academy of Dermatology and
Venereology. 2016 Aug;30(8):1261-8.
11. Abad‐ Casintahan F, Chow SK, Goh CL, Kubba R,
Hayashi N, Noppakun N, See J, Suh DH, Xiang
LH, Kang S, Asian Acne Board. Frequency and
characteristics of acne‐ related post‐ inflammatory
hyperpigmentation. The Journal of dermatology.
2016 Jul;43(7):826-8.
12. Tan J, Kang S, Leyden J. Prevalence and risk
factors of acne scarring among patients consulting
dermatologists in the USA. Journal of drugs in
dermatology: JDD. 2017 Feb;16(2):97-102.

13. Thiboutot D, Zaenglein A, Weiss J, Webster G,
Calvarese B, Chen D. An aqueous gel fixed
combination of clindamycin phosphate 1.2% and
benzoyl peroxide 2.5% for the once-daily treatment
of moderate to severe acne vulgaris: assessment of
efficacy and safety in 2813 patients. Journal of the
American Academy of Dermatology. 2008 Nov
1;59(5):792-800.
14. Cunliffe WJ, Holland KT, Bojar R, Levy SF. A
randomized, double-blind comparison of a
clindamycin phosphate/benzoyl peroxide gel
formulation and a matching clindamycin gel with
respect to microbiologic activity and clinical
efficacy in the topical treatment of acne vulgaris.
Clinical therapeutics. 2002 Jul 1;24(7):1117-33.
15. Leyden JJ, Hickman JG, Jarratt MT. The efficacy
and
safety of a
combination benzoyl
peroxide/clindamycin topical gel compared with
benzoyl peroxide alone and a benzoyl
peroxide/erythromycin combination product. J
Cutan
Med
Surg.
2001;5(1):37-4

© 2019 Scholars Journal of Applied Medical Sciences | Published by SAS Publishers, India

1774

