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INTRODUCTION
Bacterial vaginosis is the most common cause  of  abnormal

vaginal discharge among women of childbearing age (Ralph et
al., ١٩٩٩). Its prevalenc ranges from ٥٪ in  women  without any
symptoms to ٢٥٪ in those with  gynecologic  symptoms (Mead,
١٩٩٣).

Bacterial vaginosis is considered  one  of the  most common
alternation of the vaginal ecosystem in women of reproductive
age (Hillier et al., ١٩٩٩ and  Simoes et al., ٢٠٠١). It is a
polymicrobial  condition  characterized  by  overgrowth  of  mixed
vaginal flora of aerobic, anaerobic and microaerophilic species in
very  large number (Mclean & Rosenstein, ٢٠٠٠).

Most women with bacterial vaginosis are heavily colonized
by Gardnerella vaginalis, however, the exact role of this organism
in the development of bacterial vaginosis is not well understood.
The current theory is that quantitative, rather than qualitative,
changes in the bacterial population are responsible for establishing
bacterial vaginosis (Spiegel, ٢٠٠٠).

Symptoms of bacterial vaginosis are nonspecific, and
diagnosis should rely on confirmatory tests (Anderson &
Acohrssen, ٢٠٠٤ and Landers et al., ٢٠٠٤).

The two most widely accepted methods for the diagnosis of
bacterial vaginosis Amsel's composite criteria (ACC) (Amsel et
al., ١٩٨٣) and Nugent's Gram stain evaluation of bacterial
morphotypes (NBM) (Nugent, & Hillier, ١٩٩١) are  used
insufficiently in routine practice (Langsford et al., ٢٠٠١), the
former is  cumbersome and not easily subjected to quality control,
and  the apparent complexity of the  latter may  have limited  its
adoption  by  clinical  laboratories (Wiesenfeld & Masio, ١٩٩٩).
A simple interpretation of Gram stained smears, described by
(Thomason's  clue cell  criteria [TCC]) offers a major advantage
over other Gram stain interpretative methods for diagnosis of
bacterial vaginosis (Thomason et al., ١٩٩٢ ).

Ascending  infections  of  the  lower  genital  tract  in
pregnant  women  are   associated with preterm delivery (PTD)
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(Minkoff, ١٩٨٣ and Terzidou, & Bennett, ٢٠٠٢), bacterial
vaginosis in pregnancy  may favour ascending infections  and  is
considered a risk factor for adverse  outcome  such  as  preterm
delivery, premature  rupture of membranes or miscarriage
(Eschenbach et al.,١٩٨٤ and Gravett et al., ١٩٨٦), in order to
decrease the preterm delivery rate, screening for bacterial
vaginosis during the second trimester of  pregnancy  followed  by
antibiotic  administration  in  the positive cases has been proposed.
Such a policy has proved to be advantageous in  pregnant women
with a previous PTD (Hauth et al., ١٩٩٥ and  Morale's et al.,
١٩٩٤ ).
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AIM OF THE WORK
The aim of the present work is to assess the role of

diagnosis and treatment of bacterial vaginosis by metronidazole
in pregnant women with previous preterm labour in prevention of
preterm labour.



PROTOCOL

٤

PATIENTS AND METHODS
Design:

Double  blinded case-control study.

Setting:

Ain Shams University Maternity Hospital and Damanhore
Teaching Maternity Hospital.

Participants:

One hundred cases of pregnant women with a previous
preterm delivery attending the outpatient clinics, cases will be
divided into two groups.

∙ Group I (Study group): composed  of  fifty  cases with
bacterial vaginosis.
This group subdivided into two groups.

- Group I (a) twenty five cases with placebo.

- Group I (b) twenty five cases with metronidazole
treatment.

∙ Group II (Control group): composed   of  fifty   cases
without bacterial vaginoses.

Exclusion criteria:

١- Multiple pregnancy, polyhydramnios.

٢- Suspected or known mullerian anomalies.

٣- Systemic diseases as DM, chronic  hypertention, chronic
renal disease, anaemia and congenital heart disease.

٤- Smoking pregnant women.

٥- Pelvic tumour as fibroid or ovarian cyst.

٦- Cervical cerclage.
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 Consent will be obtained from each participating pregnant
women.

Screening test will be done by Thomason`s method for
diagnosis of bacterial vaginosis at midtrimester (٢٤-٢٢ weeks)
in women with previous preterm labour, all participants will be
offered a smear test of vaginal secretion, a dry speculum will
be inserted into  the  vagina, and drops  of secretion   from  the
posterior  fornix  will be  examined  by  a rapid gram stain
interpretation method described by Thomason et al.
(Thomason`s Clue cell Criteria [TCC]). Once we obtain fifty
cases without bacterial vaginosis (control group) and fifty
cases with bacterial vaginosis (study group) we stop the
screening test, the study group will be subdivided into  two
groups,

- Group (١) twenty five cases will receive placebo.

- Group (٢) twenty five cases will receive metronidazole (٢٥٠mg
three times a day for ٧ days), the gestational age at delivery will
be investigated for each pregnancy using the hospital records or
telephonic interviews to detect the preterm labour [before ٣٧
weeks of pregnancy (American College of Obestetricians and
Gynecologists, ١٩٩٥) detected by L. M. P. or by first trimesteric
U/S].

Results:

Data will be collected and tabulated for further statistical
studies.


