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Comparison of vaginal misoprostol, combination of vaginal misoprostol
and letrozole and combination of misoprostol and laminaria for
preoperative cervical ripening in under second trimester abortions

Protocol summary

Summary
Objectives: Comparison of the efficacy of vaginal
misoprostol with and without letrozole and combination
of misoprostol and laminaria for preoperative cervical
ripening among women with under second trimester
abortion. Design: In this interventional study, 120
pregnant women under 20 weeks of gestational age who
are candidates for therapeutic abortion will be selected
and divided into three groups using block randomization
method (n=40 in each group). Inclusion criteria: Under
20 weeks pregnancy and fetal death. Exclusion criteria:
Cesarean section history; adrenal diseases; asthma;
history of thromboembolism. Proper counseling will be
done and a written informed consent will be obtained
before starting the treatment regimen. Setting and
conduct: One group will receive vaginal misoprostol
alone (produced by Pfizer Company), 600 ug every 4
hours for 5 days for women in the gestational age of 13
weeks or less and 200 ug every 4 hours for 5 days in
women with the gestational age of 14 - 20 weeks and the
second group will receive oral placebo and vaginal
misoprostol (like the first group), also they will receive
5 mm laminaria (produced by Cytotec Company) for 6
hours as well. In the third group, oral letrozole (Iran
Hormon Company), 10 mg daily in combination with
cervical placebo will be prescribed on first and second
day and in third day, patients will be hospitalized and
receive vaginal misoprostol (like the first group) and
third dose of oral letrozole. Patients will regularly be
examined every 4 hours and in the absence of abortion,
vaginal misoprostol will be repeated after 4 hours. Eight
hours after intervention, patients will be assessed using
transvaginal ultrasound and no report of products of
conception (POC) will be considered as complete
abortion and the patient will be discharged. Otherwise,
patients will be assessed by transvaginal ultrasound
again on next day. For patients who have uncompleted

expulsion of POC, curettage abortion will be done. For
every patient, pain intensity on the VAS scale will be
recorded.
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empty
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empty
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empty

Scientific title
Comparison of vaginal misoprostol, combination of
vaginal misoprostol and letrozole and combination of
misoprostol and laminaria for preoperative cervical
ripening in under second trimester abortions

Public title
Use of vaginal misoprostol with and without letrozole and
combination of misoprostol and laminaria for
preoperative cervical ripening
Purpose
Treatment
Inclusion/Exclusion criteria
Inclusion criteria: Under 20 weeks pregnancy and fetal
death. Exclusion criteria: Cesarean section history;
adrenal diseases; asthma; history of thromboembolism
Age
No age limit
Gender
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Sample size
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Ethics committee

Name of ethics committee
Ethics committee of Ardabil University of Medical
Sciences
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Ethics committee reference number
IR.ARUMS.REC.1395.55

Health conditions studied
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Description of health condition studied
Medical abortion

ICD-10 code
000-008

ICD-10 code description
Medical abortion

Primary outcomes
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Description
Fetus abortion
Timepoint
Eight hours after the intervention, and every twenty-four
hours up to three days if the abortion doesn't occur
Method of measurement
Transvaginal Ultrasonography

Secondary outcomes

1

Description
Pain
Timepoint
Every four hours until abortion occurs and at the time
that abortion occurs
Method of measurement
Visual analog scale

Intervention groups
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Description
Intervention group 1: Vaginal misoprostol, produced by
Pfizer Company, 600 ug every 4 hours for 5 days in
women with the gestational age of 13 weeks or less and
200 g every 4 hours for 5 days in women with the
gestational age of 14 -20 weeks

Category
Treatment - Drugs
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Description
Intervention group 2: Oral letrozole, produced by Iran
Hormon Company, 10 mg daily and vaginal misoprostol,
produced by Pfizer Company, 600 ug every 4 hours for 5




days for women in the gestational age of 13 weeks or
less and 200 pg every 4 hours for 5 days in women with
the gestational age of 14 - 20 weeks.

Category
Treatment - Drugs

3

Description
Intervention group 3: vaginal laminaria, produced by
Cytotec Company, 5mm for 6 hours and vaginal
misoprostol, produced by Pfizer Company, 600 ug every
4 hours for 5 days for women in the gestational age of 13
weeks or less and 200 g every 4 hours for 5 days in
women with the gestational age of 14 - 20 weeks.
Category
Treatment - Drugs

Recruitment centers

1

Recruitment center
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empty
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empty
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empty
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Ardabil University of Medical Sciences
Full name of responsible person
Dr. Mahsa Valaee
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Person responsible for scientific
inquiries

Contact
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Ardabil University of Medical Sciences
Full name of responsible person
Dr. Mahsa Valaee
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Other areas of specialty/work
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Alavi Hospital, Moadi street, Ardabil
City
Ardabil
Postal code
Phone
+98 45 3324 8888
Fax
Email
Web page address
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empty
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empty
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empty
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empty
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empty
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empty
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empty




