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To compares the effectiveness of single 600 micrograms (pg) dose of sublingual misoprostol
with manual vacuum aspiration (MVA) for treatment of incomplete and missed abortions.

Quasi- Experimental study

Post-abortion care room, Jinnah Postgraduate medical centre (JPMC) Karachi, from September
2008 to December 2008.

Hundred consenting women with incomplete and missed abortions were randomized to either
a single dose of 600 micrograms of sublingual misoprostol or MVA for treatment of their condition.
Main outcome measure was complete abortion following initial treatment. Secondary outcome
measures were satisfaction rate and acceptability of the method.

Regardless of treatment assigned, nearly all participants had a complete uterine evacuation
(Misoprostol =92 % MVA= 100% p = 0.12). A slightly more satisfaction rate was observed in the
misoprostol group (p=0.001) as 86% participants expressed desire to choose misoprostol again
while the number was 76% in MVA group.

Sublingual misoprostol is as safe and as effective as manual vacuum aspiration for post-abortion
care.

Incomplete abortion, Missed abortion, Misoprostol

INTRODUCTION:

abortion procedures.In Pakistan, approximately 890,000

First trimester abortion is responsible for the maximum
number of pregnancy loss.* South-Asia (Bangladesh,
Nepal, India, Pakistan and Sri-lanka) is home to 28%
of World's population and almost one third (30%) of
world’s maternal deaths takes place in this region.” The
World Health Organization has estimated that 13% of
all the maternal deaths in South-Asia are related to
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women present with missed abortion or incomplete
abortion annually and estimate annual abortion rate is
29 per 1000 women aged 15-49 years.*

Post-abortion care (PAC) for missed and incomplete
abortion can be done surgically, medically with
misoprostol or expectantly by awaiting spontaneous
expulsion.>” Surgical evacuation is an effective method
with more than 95% success rate.® Traditional methods
for surgical evacuation of uterus are associated with
major morbidity in up to 1% of women and minor morbidity
in 10%.° Surgical aspiration with manual vacuum aspirator
is a safe and effective technology and when used
correctly empty the uterus almost completely.®
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In large studies of medical abortion and vacuum
aspiration, the frequency of failure does not seem to
differ.1*12 Expectant management was accepted by
only 40% of women due to uncertainty in predicting the
success(20- 80%).:

Misoprostol is a safe option for first trimester PAC.* It
has become an important drug in obstetrics and
gynecological practice because of its uterotonic and
cervical priming action. A pharmacokinetic study
compared oral, vaginal, sub-lingual and rectal routes
of administration of misoprostol.*® Sublingual route
avoids first pass effect through the liver, has the shortest
time to peak concentration that is 30 minutes as
compared to 75 minutes in the vaginal route and greatest
bioavailability when compared to other routes. This is
because of high vascularity of buccal mucosa. It also
avoids painful vaginal administration, more convenient
to take and offers more privacy for the women.

Nineteen different studies have shown efficacy of
misoprostol with success rates ranging from 13-100%
but most showing efficacy with misoprostol regimen at
around 90%.%%2° In the Weeks trial, a single dose of
600 micrograms of oral misoprostol performed slightly
better than MVA (96.3% versus 95.5%) when used to
treat 317 women with incomplete miscarriage at a large
teaching hospital in Kampala, Uganda.?® Rate of
satisfaction were similarly high for both the groups. To
complement PAC program, the present study was
designed to assess the role of sublingual misoprostol
as an alternative to MVA for post-abortion care.

PATIENTS AND METHODS:

From September to December 2008,100 women were
recruited for the study in ward-9, JPMC, Karachi.The
eligibility for incomplete abortion was defined as; uterine
size equivalent to a gestation of less than 12 weeks
LMP, open cervical os, past or present history of vaginal
bleeding during pregnancy and if available an ultrasound
evidence of retained products of conception or fetal
demise.Similarly,missed abortions were eligible on
clinical assessment of uterine size in relation to period
of gestation and an ultrasound evidence of the same.
Additional inclusion criteria were no signs of profuse
bleeding, severe infection and no known contraindication
to misoprostol and good general health. Previous scarred
uteri were not included in the study. Women were asked
if their current abortion was spontaneous or induced.
Given the clandestine nature of induced abortion in this
region, it is likely that some women may not have
provided full account of events leading to incomplete
abortions.

In women with signs of infection, fever commonly
associated with unsafe induced abortions were

prescribed additional medications as antibiotics (capsule
vibramycin 100 milligrams for 5 days to treat or as a
prophylaxis against late infections and tablet ibuprofen
200 milligrams for pain relief).

All eligible women were counseled and given detailed
information about the protocol by the hospital staff.
Consenting women were randomized to either Group
I, a single dose of 600 micrograms of sublingual
misoprostol or Group 2, MVA (the present standard of
care in the department). After informed consent, women
received misoprostol sublingually in the presence of
clinician/duty nurse. Women allocated to MVA (Ipas,
Chapel Hill, NC, USA) were given surgical evacuation
by the trained clinician. All participants, regardless of
the treatment assigned, were given paracetamol 200
milligrams for pain and counseled about adverse effects.
Those receiving misoprostol were admitted in the ward
for 48 hours to deal with any heavy episode of bleeding
that might occur. Later, they were discharged and
scheduled to return to the hospital for follow-up care
after 10 days. Women were also informed that they
could return to the hospital or contact the study providers
at anytime if they had additional concerns.

At the day 10 follow-up visit, each woman'’s status was
assessed by clinical examination including a detailed
history, a bimanual examination and an ultrasound scan.
Women with retained products in the uterus on
examination on study day 10 could wait an additional
week for the products to evacuate on their own. If they
agreed, a second follow-up appointment was scheduled
on study day 20. Women who did not wish to wait until
day 10 underwent surgical evacuation using MVA.
Where the treatment was completed, women were
interviewed to assess the acceptability of the method
assigned.

The primary outcome measure was complete uterine
evacuation without recourse to surgical evacuation for
any reason. Other outcome measures were adverse
effects, pain and acceptability. As the study sought to
assess women'’s satisfaction and acceptability of the
method, each participant was asked that if given the
choice she would select the method again.

Data entry and analysis were conducted using the
Statistical Package for the Social Sciences, version 13
(SPSS Inc; Chicago, IL, USA). Frequency and
percentages were computed for variables like age
groups, parity and history of previous abortion success
rate, satisfaction and acceptability of the patient. A Chi-
square test was used for comparison of outcome
measures between study groups and values 0.05 were
considered statistically significant.
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RESULTS:

A total of 100 patients were included in the study. Fifty
patients were treated with manual vacuum aspiration
and other fifty with sublingual misoprostol for post-
abortion care. The mean age of patients was 27.4+
5.16 years (range 41-16 years). Age difference was not
statistically significant between groups (p=0.55) as
shown in table 1.

Majority of the women were multiparous in both the
groups followed by grand multiparity (parity >4). Parity
greater than 7 was significantly higher in misoprostol
group than MVA (p=0.016). Previous miscarriage was
not significant between the groups while previous
induced abortions were significantly higher in those
patients who were treated with manual vacuum aspiration
than those treated with misoprostol (p=0.0001).

The rate of successful abortions was 92% (46 out of
50 women) in patients with misoprostol and 100% with
manual vacuum aspiration. The success rate for MVA
was slightly higher than misoprostol, however statistically
significant difference was not observed between the
groups (Fisher exact test; p=0.12).

The data showed that women in both the groups were
satisfied with their treatment. Misoprostol users were
significantly more likely to report that they were “very
satisfied” with the method. When asked about future
selection for the two methods, reports from both the
user groups was positive. 86% users replied misoprostol
to choose again in future if needed while 76% replied
in favor of MVA as shown in table-2.

Table: I: Characteristics of Study Patients

Table: II: Satisfaction and Acceptability of Patients

Characteristics of | Misoprostol| MVA o o
the patients Groups | Groups
n=50 n=50
Age (Years)
16- 20 years 13 (26%) (18 (36%)
21-30 years 29 (58%) |25 (50%) | 0.55
31-41 years 08 (16%) |07 (14%)
Parity
1-4 25 (50%) | 30 (60%)
5-7 15 (30%) | 19 (38%) | 0.016*
>7 10 (20%) | 01 (2%)
History
Previous Miscarriage| 13(26%) | 19(38%)| 0.18
Previous induced 17(34%) | 35(70%) [ 0.0001*
abortion

Variable Misoprostol | MVA | p \q)e
Groups Groups
n=50 n=50
Overall Satisfaction
Very Satisfied 33 (66%) | 17(34%)
Satisfied 17 (34%) | 30 (60%)| 0.001*
Unsatisfied 00 (0%) | 03 (6%)
Acceptability (Would choose
the method again)
Yes 43 (86%) | 38 (76%)
No 04 (8%) 03 (6%) | 0.18
Not sure 03(6%) | 09(18%)
DISCUSSION:

Spontaneous and missed abortions occur in
approximately 15% of clinically recognized
pregnancies.?’” The results of this study have
demonstrated that the use of single 600 micrograms
sublingual dose of misoprostol is an effective and
acceptable method of post-abortion care up to 12 weeks
gestation. The complete abortion rate of this regimen
was 92% as compared to MVA (100%). However, there
was no significant difference between the two groups.

A misoprostol alone regimen will be considered effective
if the complete abortion rate reaches 90%. Different
misoprostol alone regimens have been reported in the
literature for medical abortion in the first trimester.?®3!
These studies are difficult to compare as different
regimens of misoprostol were used and the waiting
time to diagnose complete abortion was also different.
The high efficacy rate with single 600 micrograms of
sublingual misoprostol is similar to that shown by Ngoc
et al in Vietham and slightly higher than other reports
using the same regimen.*® This is likely due to strict
inclusion criteria, which excluded women with closed
cervical os for incomplete abortion, the limited use of
ultrasound as a determining factor of success and a
longer duration of time from enrolment to assessment
of abortion completion.

The regimen using repeated doses of misoprostol alone
that can be finished within one day have the advantage
of requiring less hospital visits and ultrasound
examination. Only two studies used regimen that can
be finished within one day.?*! It appears that increasing
the dose and shortening the dosing interval of vaginal
misoprostol does not improve the complete abortion
rate. By changing the route of administration to sub-
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lingual, a complete abortion rate of almost 92% was
achieved in this study with no serious complication
reported in any case. However, more studies are
required to confirm the safety of sub-lingual misoprostol.

Women allocated to misoprostol group praised the
method’s simplicity and were also satisfied with the
result, although there was no significant statistical
difference in women'’s satisfaction rate and acceptability
of their assigned treatment. The study also involved all
eligible women regardless of whether they reported
their current abortion to be induced or spontaneous.
Some providers may believe that the misoprostol may
work differently in these two subsets of women; however
there is no scientific evidence to support this
presumption.**

Abortion related complications continue to cause
maternal death throughout South-Asia, including
Pakistan. It is crucial that every available option be
used in an effort to reduce mortality and morbidity.
Developing countries require high quality data on
abortion related mortality and morbidity to monitor the
success of interventions aimed at improving and saving
women'’s lives. This study supports for inclusion of
misoprostol in PAC programs by demonstrating as
being safe, effective and acceptable non-surgical
alternative to MVA.

CONCLUSIONS:

Misoprostol for post-abortion care would decrease the
burden on tertiary health care facilities because of its
low cost. It has an additional benefit of being highly
acceptable to women as it is less invasive. It would
also limit the burden on busy gynecologists as well as
reducing the need for surgical equipments, sterilization
and anesthesia.
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