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Comparison of Effectiveness of Menstrual Regulation by Medication
up to 6 Weeks of Gestation & 7-9 Weeks of Gestation
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ABSTRACT

Objective: The present study was undertaken to compare the effectiveness of menstrual regulation (MR) by
medication (mifepristone and misoprostol) between women up to 6 weeks and 7-9 weeks of gestation.

Method: This prospective study was carried out in the Department of Obstetrics & Gynaecology, Dhaka Medical
College Hospital, Dhaka, over a period of 6 months from August 2014 to January 2015. Women seeking
menstrual regulation (MR) services with gestational age no more than 9 weeks and confirmed intrauterine
pregnancy attending at Reproductive Health Services Training and Education Program (RHSTEP) & Gynaecology
Outpatient Department of Dhaka Medical College Hospital were taken in the study. The patients were divided
into two groups. One group consisted of women of gestational age up to 42 days, known as early MR (Group-I,
n = 41) and another group consisted of women of gestational age 43-63 days termed late MR (Group-II, n =
42). The main outcome variables were time to bleeding following intervention, complete abortion and need for
secondary intervention.

Result: The demographic characteristics like age, socioeconomic status, level of education and occupation were
almost identically distributed between groups. The women of the two groups were almost matched in terms of
their gravidity, past history of abortion or MR, use of contraceptive and indication of present MR. Time to
bleeding following misoprostol administration was on an average 2 and a %2 hours and there was no significant
difference between the groups (p = 0.804). Over half (51.2%) of the women up to 42 days of gestation
completed abortion at or before 1st follow up visit as opposed to only 19% in late gestation group (p = 0.002).
The need for 2" dose misoprostol to complete the abortion was significantly higher in the latter group than that
in the former group (p < 0.001). The need for surgical intervention (for delayed, heavy bleeding) was
comparatively less in the former group. Muscle cramping and nausea/vomiting were the most noted
complications and were considerably higher in the former group. Women in the early gestation group more
often reported (17.1%) less bleeding following intervention compared to that reported by the women of late
gestation (2.4%) (p = 0.038). However, pain, adverse effect and time to complete the procedure all were
acceptable to the majorities of women of either group.

Conclusion: The study concluded that Menstrual Regulation with Medication (MRM) with misoprostol is effective
in aborting the uterine content in women with early gestation with less bleeding and other complications. As the
bleeding is more in women with late gestation, universal recommendation of its use to women with late
gestation may be risky.
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INTRODUCTION

Menstrual regulation (MR) is defined as any
procedure which disrupts the intra uterine
environment, so embryonic implantation either
cannot occur or cannot be maintained! Menstrual
regulation is the management for delayed
menstruation either because of clinical indication
or contraception. It can be done by surgical
method and medical method. The surgical method
of MR can be done by manual vacuum aspiration.
Although induced abortion is illegal in Bangladesh,
the government has made menstrual regulation
available since 1975 for the prevention of
unwanted pregnancies.?

Menstrual regulation with medication (MRM) using
mifepristone and misoprostol only is a safe,
effective, and acceptable option for terminating
pregnancies.3% Millions of women throughout the
world have chosen MRM and find it to be a highly
acceptable option. Many women describe MRM as
a method that feels more natural and can be taken
at home in private, thereby allowing them more
control than with other methods. Women who do
not have access to safe abortion are too often
forced to resort to unskilled providers who work in
unhygienic conditions, in many cases causing
death and disability. In 2008 worldwide 21.6
million unsafe abortions took place, leading to an
estimated 47,000 preventable maternal deaths.”
In low-resource settings and where access to
other safe abortion methods is limited, MRM has
the potential to dramatically reduce maternal
morbidity and mortality.

In 1979, a legal ruling exempted MR from being
regulated by the penal code and the procedure
became part of the national family planning
program. MR is allowed up to 10 weeks after the
last menstrual period (LMP) if performed by a
physician. Family welfare visitors (FWVs) and
paramedics such as sub-assistant community
medical officers (SACMOs) are permitted to
provide MR services up to eight weeks after the
LMP. In 2013, MRM was approved in Bangladesh
by the National Technical Committee (NTC) of
Directorate General of Family Planning (DGFP) for
up to 63 days (nine weeks) of amenorrhea.

Asaduzzaman et. al.

Mifepristone and misoprostol are available in the
pharmacy and authorized by Bangladesh Drug
Administration Authority. Mifepristone and
misoprostol are increasingly used worldwide for
MRM.8 Adolescent women using these medications
have similar or lower rates of adverse outcomes
than adult women.®

It is more accessible than vacuum aspiration
because many providers can be trained to provide
MRM. A study has demonstrated that
appropriately trained provider can administer
MRM as safely as doctors in low-resource
settings.® This makes it easier to provide care at
the local level, close to where women live and
work. MRM may particularly benefit young
women, who are known to have reduced access to
safe abortion.'* MRM may be cost-effective when
compared with other methods if the most effective
time slot for MRM can be established.?13

Although MRM is already recommended and
implemented by the Government, its providers are
reporting discrepancy in the outcome based on
gestational age with better outcome in women with
early gestation (up to 42 days) than that in women
with late gestation (from 43 - 63 days). However,
it is still not studied whether it is equally effective
in any duration of gestation up to 9 weeks. So the
present study was designed to compare the
outcome of menstrual regulation with medications
between women with early gestation (up to 42
days) and that in women with late gestation (from
43 - 63 days). The data generated from the study
will help us to identify the advantages and
constraints within the program that may be helpful
for further improvement of the service.

MATERIALS AND METHODS

This prospective study was conducted over a
period of 6 months from August 2014 to January
2015 in the Department of Obstetrics &
Gynaecology, Dhaka Medical College, Dhaka. The
main objectives were to evaluate the effectiveness
of MR by medication in women up to 6 weeks and
7-9 weeks of gestation. Women seeking MR
services with gestational age no more than 9
weeks (confirmed by menstrual history and
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clinical examination) were the study population.
The patients were divided into two groups. One
group consisting of women of gestational age up
to 42 days, known as early MR group (Group-I, n
= 41) and another group with gestational age
43-63 days, termed as late MR group (Group-II, n
= 42). Data were analysed using software SPSS
(Statistical Package for Social Sciences) version
16.0. The test statistics used to analyse the data
were descriptive statistics, Chi-square (x2) Test
and Unpaired t-Test, the level of significance was
set at 0.05 and p-value < 0.05 was considered
significant.

RESULTS

The age distribution of the pregnant women shows
that the mean age of Group-I and Group-II were
264 *+ 6.3 years and 27.2 £ 6.3 years
respectively (p = 0.575).

TABLE |. Comparison of demographic variables between
groups

Group
Demographic variables* Group!  Groupl p-value
(n=41) (n=42)
Age (yrs)
<20 6(14.6) 6(14.3)
20-30 24(58.5) 24(57.1)
30 - 40 11(26.8) 10(23.8)
>40 0(0.0) 2(4.8)
Mean + SD* 26463 27.2+63 0.575
Socioeconomic status
Lower class 12(29.3) 7(16.7)
Middle class 24(58.5) 26(61.9) 0.283
Rich 5(12.2) 9(21.4)
Level of education
Primary 9(21.9) 6(14.3)
Secondary 12(29.3) 17(40.5)
Graduate 10(24.4) 8(19.0) 0.558
Post graduate 7(17.7) 10(23.8)
Others 3(7.3) 1(2.4)
Occupation
Housewife 21(51.2) 23(54.8)
Student 14(34.1) 12(28.6)
Service 5(12.2) 6(14.3) 0676
Others (Business and labour)  1(2.4) 1(2.4)

Figures in the parentheses indicate corresponding %;
# Data were analyzed using Unpaired t-Test and were presented as mean + SD.
*Chi-squared Test () was done to analyze the data.

© Ibrahim Cardiac Hospital & Research Institute

The women of the two groups were almost
identical in terms of socioeconomic status, level of
education and occupation (p = 0.283, p = 0.558
and p = 0.676 respectively) (Table I). In terms of
gravidity, majorities of the Group-I (68.3%) and
Group-II (81%) were multigravida. The two
groups were statistically matched in terms of
gravidity (p = 0.185). The groups were also
similar in terms of past history of abortion or MR
(p = 0.223), use of contraceptive (p = 0.326) and
indication of present MR (p = 0.491) (Table II).

The mean time to bleeding following misoprostol
administration was 149.5 and 153.8 minutes in
Group-I and Group-II respectively (p = 0.804).
Over half (51.2%) of the women in Group-I
completed abortion at or before 1t follow up visit
as opposed to only 19% in Group-II (p = 0.002).
Majorities of the remaining women of either group
reported abortion at 2" follow up visit. The need
for 2" dose misoprostol to complete the abortion
was significantly higher in the latter group than
that in the former group (p < 0.001). The need for
surgical intervention was comparatively less in
Group-I than that in Group-II (p = 0.368) (Table
I1I).

TABLE Il. Comparison of obstetric variables between groups

Group
Obstetric variables Group | Group |l p-value
(n=41) (n=42)
Gravida*
Primi 13(31.7) 8(19.0) 0185
Multi 28(68.3) 34(81.0)
Past history of abortion/MR* 18(43.9) 13(31.0) 0.223
Use of contraceptive* 21(51.2) 26(61.9) 0.326
Indication of MR**
Medical 2(4.9) 1(24) 0,491
Patient's request 39(95.1) 41(97.6)

Figures in the parentheses indicate corresponding %;
*Chi-squared Test (x?) was done to analyze the data.
**Fisher's Exact Test was done to analyze the data.

Delayed heavy bleeding was the main indication
for surgical intervention (2 cases in Group-I and 4
cases in Group-II). One case in each group
continued pregnancy. Muscle cramping and
nausea/vomiting were the most noted
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complications and were considerably higher in the
former group. Other complications diarrhoea,
fever/chills and headache were no different
between the groups (p > 0.05). A significantly
higher proportion of women in Group-I (17.1%)
reported that the bleeding following intervention
was less than they expected compared to that
reported by the women of Group-II (2.4%) (p =
0.038). However, pain, adverse effect and time to
complete the procedure all were acceptable to the
majorities of women of either group (p = 0.506, p
= 0.512 and p = 0.509 respectively) (Table IV).

TABLE lll. Comparison of outcome between groups

Group
Outcome* Group!  Groupl p-value
(n=41) (h=42)

Time to bleeding after misoprostol (min)* 149.5+81.1 153.8+758 0.804

Abortion at 1% follow-up visit* 21(51.2)  8(19.0)  0.002
Abortion at 2" follow-up visit* 17(41.5)  31(73.8) 0.003
2" dose misoprostol needed* 16(39.0)  33(78.6) <0.001
Surgical intervention needed* 3(7.3) 5(11.9)  0.368

Figures in the parentheses indicate corresponding %;
*Chi-squared Test () was done to analyze the data.
# Data were analyzed using Unpaired t-Test and were presented as mean + SD.

TABLE IV. Comparison of complications and subjective
evaluation between groups

Complications & c Glroqu : p-value
subjective evaluation (nrg“f” (r:ozufz)
Complications
Cramping* 16(39.0) 12(28.6) 0314
Nausea/vomiting* 22(54.7) 16(38.1) 0.323
Diarrhea** 1(2.4) 124) 0.747
Fever/chills** 0(0.0) 1(24)  0.506
Headache** 3(7.3) 0(0.0) 0.116
Subjective evaluation
Amount of bleeding*
Less than expected 7(17.)  1(24)
Same as expected 33(80.5) 37(88.1) 0.038
More than expected 1(24) 4(9.5)
Pain acceptable** 41(100.0) 41(97.6) 0.506
Adverse effect acceptable** 39(95.1) 39(92.9) 0.512
(

Time to complete the procedure acceptable**  40(97.6) 40(95.2) 0.509

Figures in the parentheses indicate corresponding %;
*Chi-squared Test (X2 was done to analyze the data.
**Fisher's Exact Test was done to analyzed the data.
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DISCUSSION

The result presented in the earlier section should
have to be compared and contrasted with similar
studies conducted at home or abroad to come to a
meaningful conclusion. But literature search using
all the available means did not reveal a
head-to-head scientific publication. In the present
study the age and other demographic
characteristics like socioeconomic status, level of
education and occupation were almost identically
distributed between early and late gestation
groups. The women were mostly multigravida and
there was no significant difference between the
groups in terms of gravidity. The women of the
two groups were almost matched in terms of past
history of abortion or MR (p = 0.223), use of
contraceptive (p = 0.326) and indication of
present MR (p = 0.491).

The outcome obtained demonstrated that time to
bleeding following misoprostol administration was
on an average 2 and a "2 hours and there was no
significant difference between the groups (p =
0.804). Over half (51.2%) of the women up to 42
days of gestation completed abortion at or before
1t follow up visit as opposed to only 19% in late
gestation group (p = 0.002). The need for 2" dose
misoprostol to complete the abortion was
significantly higher in the latter group than that in
the former group (p < 0.001). The need for
surgical intervention was comparatively less in the
former group with delayed heavy bleeding being
the main indication for surgical intervention.
Muscle cramping and nausea/vomiting were the
most noted complications and were considerably
higher in the former group. A significantly higher
proportion of women in the early gestation group
(17.1%) reported that the bleeding following
intervention was less than they expected
compared to that reported by the women of late
gestation (2.4%) (p = 0.038). However, pain,
adverse effect and time to complete the procedure
all were acceptable to the majorities of women of
either group. Studies consistently show that 85-95
percent of women are satisfied or highly satisfied
with the method, and would be willing to use it
again if needed or recommend it to a friend if
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needed.'*'> Young women in multiple settings
similarly expressed their high satisfaction with
MRM16-20 and up to 92 percent of them told that
they would recommend the method to a friend.'®
20 Women often mention the non-surgical aspect
of MRM, as a significant benefit over vacuum
aspiration and perceive it as a more private and
natural method.

Menstrual Regulation with Medication (MRM) has
the potential to greatly improve access to safe
abortion and may be particularly beneficial in
settings where uterine evacuation services are
limited or completely unavailable. MRM offers the
advantages in low-resource settings or in
communities where access to safe abortion is
restricted and hazardous. It is simple to deliver
and easy to manage. The medications do not
require refrigeration, and require less equipment,
facilities and staffing. The combination of
mifepristone plus misoprostol is more effective in
achieving complete menstrual regulation than
either drug used alone.?*?2 In the first trimester,
the combination of mifepristone and misoprostol
results in successful menstrual regulation with no
need for aspiration evacuation in over 95 percent
of cases. Mifepristone increases uterine sensitivity
to prostaglandins (like misoprostol) and softens
the cervix. Misoprostol, a synthetic prostaglandin,
stimulates cervical ripening (softening) and
uterine contractions, causing uterine evacuation.
Misoprostol is inexpensive and available in many
countries for the prevention and treatment of
gastric ulcers. Although it is stable at room
temperature, the potency of misoprostol can
degrade over time depending on its packaging or
if it is exposed to high heat or humidity.?3

CONCLUSION

From the findings of the present study and
discussion thereof, it is evident that MRM with
misoprostol is effective in aborting the uterine
content in women with early gestation (up to 42
days) with less bleeding and other complications.
As the bleeding is more in women with late
gestation (from 43 days to 63 days), universal
recommendation of its use to women with late

© Ibrahim Cardiac Hospital & Research Institute

gestation may be risky, particularly in women
living in remote rural areas or in women living in
conservative society. If a woman has these
specific characteristics, MRM may have higher
risks than usual. The risks, benefits and
availability of alternatives to MRM must be
considered. MRM provision may require a higher
degree of clinical judgment, skill and/or
monitoring.
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