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subthemes. A constant comparative approach was used, 
in which the responses from different respondents were 
compared to identify similarities and differences. Thematic 
analysis of data was done manually using content analysis.

Analyses
The principal analysis compared the menstrual regulation 
outcomes in the women recruited during the two phases 
of the study using merged data; there were no significant 
differences between the two study phases. Thus, data are 
presented for the full sample. The chi-square or Fisher ex-
act test, as appropriate, was used for independent nominal 
data, and statistical significance was defined at p≤.05. Data 
were analyzed using SPSS version 15.0.

The success of the mifepristone-misoprostol regimen 
was defined as completion of the menstrual regulation 
without the need for a surgical evacuation. Studies on this 
regimen in other settings have found success rates of 95–
98%.15–17 Studies have shown slightly lower success rates 
when medication abortion is first introduced into existing 
services because providers with less experience with the 
procedure may be more likely to intervene surgically rath-
er than practice expectant management when the uterus is 
not completely emptied.18 An efficacy rate of 85% would be 
feasible for implementation in clinics in Bangladesh, as the 
method would present a viable alternative to the standard 
vacuum aspiration services currently offered in these set-
tings. To have 80% power (alpha=.05) to demonstrate that 
the regimen was 90%, ±5%, effective, we calculated that we 
would need to enroll at least 138 women in each phase of 
the study. This sample size also allowed us to test whether 
at least 85% of Bangladeshi women enrolled in the study 
were “satisfied” or “very satisfied” with the method.

RESULTS

The mean age of the women enrolled in the study was 27 
years (Table 1). Almost all women were married (99.5%), 
and most had attended school, university or madrasa 

enced after mifepristone and misoprostol administration. A 
bimanual examination was performed to assess uterine size 
and confirm any change since the initial exam. Providers 
also confirmed and documented any symptoms suggesting 
a potential complication, including tenderness on exam, fe-
ver, pain or excessive blood loss. In phase-one sites, all of the 
follow-up exams were performed by a physician. In phase-
two sites, 23% were performed by a midlevel provider.

If the results of the follow-up exam confirmed a state 
of nonpregnancy and no symptoms suggested a need for 
additional care, the procedure was considered successful. 
According to the study protocol, if the provider was not 
certain of the outcome following the clinical exam, ultra-
sound could be used to evaluate the success of the proce-
dure, but there were no cases in which this was considered 
necessary. However, in one case, at an unscheduled visit 
eight days after misoprostol administration, an ultrasound 
was performed because of a suspected ectopic pregnancy; 
an ectopic pregnancy was confirmed and appropriate 
management was provided.

If the provider identified an increase in uterine size con-
sistent with an ongoing pregnancy at the follow-up visit, 
the procedure was considered to have failed and a manual 
vacuum aspiration was performed. If the provider con-
firmed a return of the uterus to prepregnancy size, but was 
not confident that the uterus had been emptied, the wom-
an was offered a surgical intervention (uterine evacuation) 
or an additional follow-up visit (with or without adminis-
tering another dose of 800 mcg buccal misoprostol), de-
pending on the evaluation of the clinician and the choice 
of the woman. Women could request a surgical evacuation 
at any time during the process.

When the procedure was complete, participants were 
asked a series of questions assessing their experiences 
of the procedure and their satisfaction with the method. 
Family planning counseling and methods were provided 
per standard practice at the study sites.

Focus Group Discussions
At the conclusion of the study, a focus group discussion 
was conducted at each site with a purposively sampled 
group of service providers, including doctors, counselors, 
paramedics and clinic administrative staff. There were 10 
focus group discussions, with 40 participants, in all; each 
group discussion included four people and lasted ap-
proximately 30–45 minutes. A semistructured discussion 
guide focused on providers’ attitudes about mifepristone-
misoprostol for menstrual regulation since study imple-
mentation and perceived barriers to and advantages of its 
use in existing services. All participants provided written 
informed consent. Discussions were conducted by a mod-
erator trained in qualitative research methods.

All focus group discussions were recorded on audiotape 
and a detailed transcript was prepared after each discus-
sion; notes were taken during the focus group discus-
sions to supplement the transcripts. The transcripts were 
reviewed by the researchers to identify key themes and 

TABLE 1. Selected social and demographic characteristics 
of women seeking menstrual regulation with medication at 
10 facilities in Bangladesh, 2009–2010

Characteristic Mean or %
(N=651)

Means 
Age in yrs. (range) 27 (17–45)
Yrs. of school attended 10 (4.7)
Minutes to travel to clinic from home 33 (24)

Percentages
Attended school/university/madrasa 93.9
Currently married 99.5
Primigravida 23.2
Amenorrhea in wks.
   ≤6 51.9
   >6–7 35.0
   >7–8 12.3
   >8–9 0.8

Note: Unless otherwise noted, figures in parentheses are standard 
deviations.


