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Abstract

A Randomized Double-Blind Placebo-Controlled Trial to Evaluate the Effect of Vagi-
nal Misoprostol in the Modification of Gross Cervical Anatomy in Patients with Un-

satisfactory Colposcopy

Thaovalai Thavaramara MD
Siriwan Tangjitgamol MD
Sumonmal  Manusirivithaya MD
Kamol Pataradool MD

* Department of Obstetrics and Gynecology, BMA Medical College and Vajira Hospital.

Objective: To compare the conversion rate of unsatisfactory colposcopic anatomical finding of the uterine cervix to

satisfactory finding by vaginal misoprostol or placebo.
Study design: Randomized double-blind placebo controlled trial.

Subjects: Thirty four women with abnormal cervical cytology, who underwent colposcopic examination of the
uterine cervix at the gynecologic oncology clinic, BMA Medical College and Vajira Hospital from August to

October 2010, and had unsatisfactory colposcopic finding.

Methods: The subjects were computerized—ramdomly assigned to the study or the control groups. Women in the
study group received 2 tablets of 200 microgram vaginal misoprostol while those in the control group had 2
tablets of placebo with identical appearance (vitamin B6 100 mg/tablet) to be inserted vaginally. The tablets
were pre—packed in an envelope without label and were dispensed according to the given running number.
Women were instructed to self-insert the tablets vaginally the night before a re-visit for a repeated colposcopy
(1 week after previous colposcopic examination), observed and recorded for any abnormal symptoms. Re-
colposcopy was performed approximately 12 hours after drug insertion. Tissue for histology was obtained as
indicated. The patients, the gynecologic oncologist who performed the second colposcopy, and the researcher

were all blinded to the group assigned to the women.
Main outcome measures: conversion rate of unsatisfactory to satisfactory colposcopy of uterine cervix, side effects
e.g. lower abdominal pain, diarrhea, fever, etc.

Results: There were 18 women in the study group and 16 women in the control group. Residual vaginal tablets were

found in 33.4% of the study and 31.3% of the control groups. Cervical conversion rate from unsatisfactory to
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satisfactory coploscopy was 55.6% in the study group compared to 0% in the control group. (p-value < 0.001).

Menopausal status, cervical os appearance, or residual tablets were not significantly associated with the rate of

conversion. Side effects in the misoprostol group were lower abdominal pain (27.7%), diarrhea, bleeding per

vagina, and fever (11.1% for each symptom). In the control group, the only side effect was lower abdominal

pain (6.29). However, these side effects were not statistically significant different between the two groups.

Conclusion: Vaginal misoprostol can convert unsatisfactory to satisfactory colposcopy after 12 hours of drug

insertion, with minimal and tolerable side effects.
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