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INTRODUCTION

BACTERIAL VAGINOSIS;

COMPARISON BETWEEN METRONIDAZOLE VAGINAL GEL AND CLINDAMYCIN
VAGINAL CREAM FOR TREATMENT OF BACTERIAL VAGINOSIS

Dr. Faiga Saleem', Dr. Munazza Malik?, Dr. Muhammad Shahid?, Prof. Muhammad Tayyab*

ABSTRACT... Inwomen of reproductive age bacterial vaginosis is a most common polymicrobial
disease and is the leading reason for vaginal discharge in this age group. Additionally it
is further linked with sizeable disease burden of community problem in terms of infectious
complications. Clindamycin vaginal cream and metronidazole vaginal gel are effective in the
management of vaginal infections caused by multi bacteria. Objectives: To compare the
therapeutic efficacy of Metronidazole vaginal gel and clindamycin vaginal cream as modality of
treatment for bacterial vaginosis. Study Design: Randomized control trial. Setting: Department
of Obstetrics and Gynaecology, Unit-3 Jinnah Hospital Lahore. Period: Six months from 02-05-
2011 to 01-11-2011. Material & Methods: A total of 300 patients were included in this study.
They were divided into two groups. Group A received metronidazole vaginal gel (5 g daily
for 7 days) while group B administered with clindamycin vaginal cream (5g daily for 7 days).
Results: Mean age of the patient was observed 34.3+3.5 and 32.9+ 2.1 years in group —A and
B respectively. Vaginal discharge was absent in 104 patients (69.3%) from group A and 127
(84.7%) from group-B. Absence of clue cells on microscopy revealed in 112 patients (74.7%)
from group A and 137 patients (91.3%) from group B. Absence of amine odour found in 116
patients (77.3%) of group A and 134 patients (89.3%) of group B. Significant difference was
found between two groups with p value of 0.006 in respect of efficacy. Conclusion: Clindamycin
vaginal cream is more effective in comparison to Metronidazole vaginal gel for the treatment of
bacterial vaginosis.
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higher (10-20%) during pregnancy as compared

Bacterial vaginosisisacommon and polymicrobial
disease and is the leading reason for vaginal
complaints.! Additionally it is further linked with
reasonable disease burden of community problem
in terms of infectious complication in sexually
active women.2 Bacterial vaginosis is associated
with increased risk of sexually transmitted
diseases. Another risk of bacterial vaginosis that
it can adversely affect the outcome of pregnancy.
In literature incidence of bacterial vaginosis was
reported as 36%.3 Disturbance of vaginal flora
is a common cause of symptoms in vaginal
infection and that increased the risk of acquisition
super added infections.* Risk of preterm delivery
is increased if infection is acquired during
pregnancy.® Prevalence of bacterial vaginosis is

to non- pregnant ladies.®

Obstetric and gynaecological complications are
higher with bacterial vaginosis and increased
risk of HIV-1 transmission.” Hydrogen peroxide
producing Lactobacilli deficiency disturbs the
ecosystem resulting in abundance of Gardenella
vaginalis, anaerobes and mycoplasma. Vaginal
discharge, pruritus and malodour are common
presentation but 50% of patients remain
asymptomatic.® For rapid diagnosis gram staining
and Amsel's clinical criteria are helpful while
conventional culture technique is sometimes
unreliable and not cost effective.® In a study
done by Ferris et al, efficacy of metronidazole
vaginal gel in a dose of 5 g applied twice daily
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for 5 days was associated with cure rate of 75%
in comparison to clindamycin vaginal cream 5
g once daily for 7 days cure rate was 86.2%.°
Community can be saved by timely diagnosis
and proper treatment to avoid gynaecological
and prenatal complications.

OBJECTIVE

Objective of the study were to

To compare the efficacy of Metronidazole vaginal
gel and clindamycin vaginal cream for treatment
of bacterial vaginosis.

Operational definitions

Efficacy

It was measured in terms of resolution of vaginal
discharge and odour, on examination absence
of clue cells on microscopy on high vaginal
swab. Absence of above-mentioned findings
were considered effective (when they will have
resolution of vaginal discharge, amine odour and
clue cells on microscopy at follow - up visit) was
assessed after 14 days.

Hypothesis

Clindamycin vaginal cream is effective in more
number of patients as compared to Metronidazole
vaginal gel for the treatment of bacterial vaginosis.

MATERIAL AND METHODS

Study design
Randomized controlled trial.

Setting
Department of Obstetrics and Gynaecology, Unit-
lll, Jinnah Hospital, Lahore.

Duration of study
Study was carried out over a period of six months
from 02-05-2011 to 01-11-2011.

Sample size

The calculated sample size was 150 cases in
each group with 5% level of significance, 80%
power of test, taking expected percentage of
effectiveness of Metronidazole and clindamycin

in the treatment of bacterial vaginosis i.e. 75%
and 86%.2%, respectively.

Sampling technique
Non-probability purposive sampling.

Sample selection

Inclusion criteria

e Age 18 -45 years

e Non- pregnant

e Patients with bacterial vaginosis

e (Cases diagnosed for bacterial vaginosis
by history and laboratory test (presence of
clue cells under microscopy with vaginal
discharge having amine odour is diagnostic
sign of bacterial vaginosis.

e Non - diabetic patients (assessed on
BSL fasting <126 mg/dl and not on any
hypoglycaemic agents)

Exclusion Criteria

e Lactating mothers.

e Anticipated menstruating during treatment.

e Patients who are not compliant to the
prescribed treatment.

Data collection procedure

Three hundred women fulfilling inclusion and
exclusion criteria in whom standard criteria was
applied to diagnose bacterial vaginosis (vaginal
discharge, amine odour and clue cells) reporting
to outpatient department were included in this
study. Informed consent was obtained from each
subject. Demographic history of patients was
recorded.

Three hundred cases were divided into two
group (A and B) 150 in each group by using
lottery method. Single blind technique was used.
Group-A was given Metronidazole vaginal gel
(59) for 7 days as single application and group-B
had clindamycin vaginal cream (5g) given once
daily for total of 7 days as treatment of bacterial
vaginal infections.

Woman returned for follow —up examination 14
days post treatment. Women were considered
cured when they had resolution of vaginal
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discharge, amine odour & clue cells on
microscopy at follow-up visit. All this information
recorded in study Performa (attached). Data were
collected by researcher herself.

Data analysis procedure

Allthe datawere entered and analysed using SPSS
version 11.0. The variables like age presented
by calculating mean and standard deviation.
Frequency and percentages were calculated
for efficacy, (absence of vaginal discharge (Yes,
No), odour (Yes, No) and absence of clue cells
(Yes, No). Comparison of two groups in terms of
efficacy was determined by Chi square test and
significance was measured as P value < 0.05.

RESULTS

A total of 300 cases were divided into two groups
(A and B) 150 cases in each group were included
in this study during the study period of six months
from 02-05-2011 to 01-11-2011.

Regarding age distribution, 11 patients (7.3%)
from group-A and 14 patients (9.3%) from group-B
were <20 years old. 36 patients (24.0%) form
group-A and 34 patients (22.7%) from group-B
were between 20-25 years of age. 43 patients

(28.7%) from Group-A and 48 patients (32.0%)
from group-B were 26-35 years old. 60 patients
(40.0%) from group-A and 54 patients (36.0%)
from group-B were 36-45 years old. Mean age of
the patients was observed 34.3+3.5and 32.9+2.1
years in group-A and B, respectively (Table-I).

Vaginal discharge was absent in 104 patients
(69.3%) from group-A and 127 patients (84.7%)
from group-B (Table-ll).

Absence of clue cells on microscopy revealed
in 112 patients (74.7%) from group-A and 137
patients (91.3%) from group-B (Table-lll).

Absence of amine odour found in 116 patients
(77.3%) of group-7 and 134 patients (89.3%) of
group-B (Table-IV).

When group-A and B were compared in terms
of efficacy, Metronidazole vaginal gel was
efficacious in 115 patients (76.6%) as compared
to clindamycin vaginal cream efficacious in 133
patients (88.7%). Significant difference was
found between two groups with p value of 0.006
(Table-V).

Age (year) e . CLENE
(Metronidazole vaginal gel) (Clindamycin vaginal cream)
No. % No. %
<20 11 7.3 14 09.3
20-25 36 24.0 34 22.7
26-35 43 28.7 48 32.0
36-45 60 40.0 54 36.0
Total 150 100.00 150 100.0
Mean +SD 34.3+3.5 32.9+2.1

Table-I. Distribution of cases by age (N=300)

Absence of vaginal (Me?r?r:liz;zole vaginal gel) (Cl(i;r:g::yBcin vaginal cream)
Discharge No. % No. %
Yes 104 69.3 127 84.7
No 46 30.7 23 15.3
Total 150 100.00 150 100.0

Table-1l. Absence of vaginal discharge (N=300)

Chi Square = 9.96 df =1

P value = 0.001
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Absen f roup-A . Group-B .
cll:): ieﬁz gn (Me?r:r:zazole gaelualiocl) (Clindar':rycin gagluaicioany
microscopy No. No. %
Yes 112 137 91.3
No 38 13 08.7
Total 150 100.00 150 100.0
Table-lll. Absence of clue cells on microscopy (N=300)
Chi Square = 14.76 df =1 P value = 0.0001
Absence of Group-A . Group-B .
Amine odour (MetroniZazoIe vaginal gel) (CIindarr;ycin CEENEN LT
No. No. %
Yes 116 134 89.3
No 34 16 10.7
Total 150 100.00 150 100.0
Table-IV. Absence of amine odour (N=300)
Chi Square = 7.78 df =1 P value = 0.005
Efficacy (Me(t;r::)r:liz;:ole vaginal gel) (Cfi;r:g::yBcin vaginal cream)
No. No. %
Yes 115 133 88.7
No 35 17 11.3
Total 150 100.00 150 100.0
Table-V. Distribution of cases by efficacy (N=300)
Chi Square = 7.54 df =1 P value = 0.006
DISCUSSION prevent postoperative infection before abortion or

Bacterial vaginosis is the most common reason
of vaginal discharge in females in the age of
childbearing and the figure is as high as 40 to 50
percent of cases.'?

Major risk factor for bacterial vaginosis is sexual
activity and it is believed by most experts that
bacterial vaginosis does occur in those females
only who had vaginal intercourse.

Sexual transmission of bacterial vaginosis
pathogensis strongly supported by epidemiologic
studies. In women who have sex with other
females, there is a high incidence of bacterial
vaginosis along with concordance of micro flora
that further suggested sexual transmission is an
important risk factor in this situation.'

Bacterial vaginosis may resolve spontaneously
in up to one-third of non-pregnant and 50% of
those with pregnancy.'® For relief in symptomatic
women with infection, treatment is indicated
and also in those with asymptomatic infection to

hysterectomy.

Risk of acquiring STDs, including HIV may also be
reduced by the treatment of bacterial vaginosis.
Experts support the idea of treating the idea of
symptomatic and asymptomatic women with
bacterial vaginal infections. Pregnant women
with history of preterm delivery in previous
pregnancy may get benefited by treatment of
bacterial vaginosis. Treatment and screening of
these females is not supported by evidence in
literature."”

Clindamycin or Metronidazole given orally or
administered intravaginally result in significant
clinical recovery rate of about 70 to 80 % at follow-
up after four weeks.'®* Even oral medications
are easy to take, but side effects are too much.
Tinidazole as alternative can be good option.

Metronidazole 0.75 % gel (5 g topical vaginal
therapy for five days administered as single
application) is having similar results in term of
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effectiveness as compared to oral Metronidazole.
Patient preference will decide the choice of oral
versus topical therapy. Single dose of 2 g oral
therapy is less effective.®

Side effects of metronidazole are nausea and
metallic taste, a disulfiram-like effect with alcohol,
transient neutropenia (7.5 percent), Peripheral
neuropathy is a well-known side effect and it may
interact with warfarin, Pruritis and urticaria may
be manifestation of allergy to the drug.?°

Multiple randomized trials has proved that
clindamycin is an effective drug for the above
mentioned problem.?'Vaginal administration of 5
g clindamycin as 2 % preparation used for seven
days is effective alternate therapy.?

300mg Clindamycin oral preparation prescribed
twice a day for seven is an alternate regime. It can
be prescribed as Alternative options include once
daily clindamycin 100 mg ovule or bio-adhesive
therapy.

Present study is designed to compare the
therapeutic efficacy of clindamycin vaginal cream
and Metronidazole vaginal gel as a choice of
better treatment option for bacterial vaginosis.
In group-A, 150 patients after administration of
Metronidazole vaginal gel and in group-B, 150
patients administered clindamycin vaginal cream.

Boththe drugsi.e. Clindamycin and Metronidazole
are effective options for the treatment of bacterial
vaginal infections.?* All the symptomatic females
must be treated. Those with multiple relapses
shows response to this treatment.

In current study comparison of group-A
(Metronidazole vaginal gel) and B (clindamycin
vaginal cream) showed that Metronidazole
vaginal gel was efficacious in 115 patients (76.6%)
as compared to clindamycin vaginal cream
efficacious in 133 patients (88.7%). Significant
difference was found between two groups with p
value of 0.006. These results are comparable with
the findings of Ferris et al.™

CONCLUSION

This 7-day therapy of 5g clindamycin vaginal
cream as once a day application was found to be
significantly betterandeffectivethan Metronidazole
5g vaginal gel as single daily application for seven
days used for the treatment of bacterial vaginal
infections. The use of clindamycin vaginal cream
is better option and results are better in terms of
cure and symptomatic relief.

Copyright© 14 Dec, 2016.
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