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ABSTRACT

OBJECTIVES

To assess the efficacy of mifepristone with misoprostol combination in first trimester abortion. To compare this combination
with vaginal misoprostol alone for the first trimester MTP. To compare the various parameters involved in MTP in both the
methods and assess the most suitable method for first trimester MTP.

METHODS

An interventional prospective study conducted in the Department of Obstetrics and Gynaecology at Government Thoothukudi
Medical College, Thoothukudi, during 2013-2015. During this study, 125 patients who attended the family planning clinic
requesting first trimester termination of pregnancy were selected based on the inclusion, exclusion criteria. Out of 125 patients,
100 were randomly assigned to vaginal misoprostol group and 25 to mifepristone with misoprostol group. The study was
approved by the hospital ethical committee.

RESULTS
On analysing both the methods had less induction abortion interval, but 93% of abortions occurred within 4 hours of
administration in mifepristone and vaginal misoprostol.

CONCLUSION
Thus, the combined regimen has more rate of complete abortion with less induction abortion interval than when misoprostol
alone was used.
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INTRODUCTION

In a developing country like India can MTP have an impact on
reduction of maternal mortality and morbidity? Yes, it will,
through promoting safe abortion.

Globally, out of 210 million pregnancies that occur each
year, about 46 million (22%) end in induced abortion of
which 20 million is estimated to be unsafe.(1) Majority are
likely to have at least one abortion by the time they are 45
years. It is unfortunate and disheartening to note that in spite
of liberalised abortion rules there is still one unsafe abortion
for every 7 live birth.

In India, unsafe abortions contribute to 8% of maternal
death. In India, about 10 women die due to unsafe abortions
each day though abortion has been legal since 1971, which
came into force from April 1, 1972, (the act was again revised
in 1975). In India, the abortion scenario is that 3.1 lakh legal
abortions are being performed every year with an abortion
rate of 23/1000 pregnancy, 4.6 million illegal abortions are
being performed every year with an illegal abortion rate if
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130-200/1000 pregnancy. Maternal mortality due to legal
abortion-0.7/100,000 and due to criminal abortion-
500/100,000. Complications of unsafe abortions may lead to
sequelae such as infertility, chronic PID, TO mass, etc. Hence,
safe and simple abortion procedures and techniques for
early-induced abortion are the need of the hour.(?

The methods available for first trimester abortion are
menstrual regulation, manual/electrical vacuum aspiration,
dilation and curettage, laminaria tent, and prostaglandins for
cervical dilation, and medical methods.®3)

Although, various methods are available, each has its own
complications like, excessive bleeding, uterine perforation,
syncopal attacks, shock, infection, incompetence of os,
cervical stenosis, Asherman syndrome, chronic pelvic
inflammatory disease, and infertility.() Medical methods are
safe, efficient, simple, and results usually in complete
abortion.

Of the various medical methods, mifepristone with
misoprostol have largely replaced other procedures. Both
mifepristone with misoprostol have been used singly in
various doses and also in combination dosage scheduled to be
superior and safer than others.(5)

This study is done to compare the efficacy, complication,
and complete abortion rate of mifepristone and misoprostol
combination and misoprostol alone in first trimester MTP.

MATERIALS AND METHODS
The present study was carried out at Department of
Obstetrics and Gynaecology at Government Thoothukudi
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Medical College, Thoothukudi, during 2013-2015. The
purpose of the study is to compare the efficacy of
mifepristone with misoprostol combination with vaginal
misoprostol alone as a method of first trimester abortion.

During this period, 125 patients who attended the family
planning clinic requesting first trimester termination of
pregnancy were selected based on the inclusion and
exclusion criteria given below. Out of 125 patients, 25 were
randomly assigned to mifepristone with misoprostol (group
A) and 100 to vaginal misoprostol (group B).

In this study, the patients fulfilling the inclusion criteria
were confirmed pregnancy up to 9 weeks, single intrauterine
live gestation, no previous surgery on the uterus, no other
medical or surgical contraindication for the procedure,
contraceptive failure, MTP for social eugenic causes. The
exclusion criteria were women who are >G3, age >35,
gestation age more than 9 weeks, missed, incomplete,
inevitable abortion, patient with scarred uterus, suspected
ectopic pregnancy, previous history of medical disorders like
cardiac disease/diabetes/epilepsy/asthma, any previous
attempts of terminating present pregnancy, pregnancies with
IUD in situ.

All the women included were informed about the
procedure and an informed consent was obtained. All of them
were thoroughly investigated. Obstetric, medical, surgical,
and menstrual history were recorded. General and obstetric
examination, routine blood investigations, and USG pelvis
was done.

Mifepristone with Misoprostol (Group A)
The mifepristone with misoprostol protocol is an outpatient
procedure.

Dosage Schedule

Day 1: 200 mg of mifepristone was given orally.

Day 3: 400 pg of misoprostol kept vaginally and observed for
4-6 hrs. in OG dept.

Such of these women who did not expel within 4-6 hours
after vaginal misoprostol were given the option of either
going home and coming back on day 15 or admission in
hospital. If abortion was not complete even after 15 days, it
was considered as method failure and the patients were
offered other methods of termination.

Misoprostol (Group-B)

100 patients were selected for vaginal misoprostol method of
first trimester MTP and they were asked to empty the bladder
and was asked to lie down in the dorsal position with knee
semi-flexed and hip abducted. After cleaning and draping, a
Sims speculum was introduced into vagina and posterior lip
of cervix was caught with vulsellum 400 pg of misoprostol
was kept in posterior fornix and 5 mL of distilled water was
instilled to dissolve the tablet to facilitate the absorption.
Patient kept in the ward till expulsion was complete.
Whenever necessary, check curettage was performed. If no
expulsion occurred after 20-24 hrs., it is considered as a
failure and other interventions were offered. They were
explained about the symptoms like
nausea/vomiting/diarrhoea/abdominal cramps, headache,
and bleeding.
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The information collected were compiled methodically
and analysed using the T-test-2 tailed one sample test and
chi-square test.

RESULT AND ANALYSIS

Most of the patients in both the groups were in the age group
of 20-30 years (80%). In Group A, 12% were above 30 years
of age and 8% were less than 20 years. The difference is not
statistically significant.

le.eprlstone + Misoprostol
Sl Age Misoprostol
No. g No. of No. of
% %
Cases Cases
1. 18- 20 2 8 10 13
2. 21-25 10 40 46 43
3. 26 -30 10 40 26 25
4, >30 3 12 18 21
Table I

Looking at the parity of women seeking MTP in the first
trimester, it was found that more than 80% of patients were
second gravida while 2% were unmarried. Parity is a major
determinant of success rate in medical abortion.

lefeprlstone + Misoprostol
SL. - Misoprostol
Gravidity
No. No. of No. of
% %
Cases Cases
1 Unmarried 1 4 5 ,
Pregnancy
2. Primi 4 16 18 18
3. G2 20 80 80 80
Table IA
Gestational Age Complete
in Days Abortion
Nulliparous <49 98.6%
P 50-56 98.3%
57-63 96.4%
>63 11%
<49 96.2%
Parous 50-56 93.1%
57-63 91.8%
>63 10%
Table Il

Complete abortion in nulliparous women with gestational
age of less than 49 days in 98.6%; 50-56 days (98.3%), 57-63
(96.4%), >63 days the success rate was 11%. The complete
abortion in parous women were 96.2% in GA <49days, 93.1%
in GA 50-56 days, 91.8% in 57-63 days, and 10% in GA >63
days on analysis. On comparing both the groups, in Group A,
there was no incomplete or method failure in nulliparous
women in contrast to group B where it was 6% and 3%
respectively. In the parous women segment, there was 8%
method failure in Group A than Group B (10%). Similarly,
high (31%) incomplete abortion noted in Group B than Group
B (0%).
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Mifepristone + Misoprostol Misoprostol
Characters Incomplete . Incomplete .

SL. No. Abortion Method Failure Abortion Method Failure
No. of No. of No. of No. of

0.0 % 0.0 % 0.0 % 0.0 %
Cases Cases Cases Cases

1. Nulliparous 0 0 0 0 6 6 3 3

Parous 0 0 2 8 31 31 10 10

Table III

Regarding parous women in Group A, there was only 8%
failure in method, in group B - 31% were incomplete abortion
and 10% method failure.

Mi -
1f.eprlstone * Misoprostol
Sl Svmptoms Misoprostol
No. ymp No. of No. of
% %
Cases Cases
1. Symptom Free 0 0 0 0
2. | Abd/Ut. Cramps 15 60 21 21
3. Excessive 7 28 44 44
Bleeding
4. Vomiting 2 8 35 35
5. Dizziness 1 4 0 0
Table IV

On analysis of the symptoms, Group A 60% of patients
had abdominal pain and uterine cramps; 28% of patients had
excessive bleeding; 4% had dizziness; and 8% had vomiting.

In group B - 44% of patients had excess bleeding; 35% of
patients vomiting; and 21% of patients’ abdominal and
uterine cramps

Characters le?prlstone * Misoprostol
Misoprostol
UMP 4:30 hrs. 24 hrs.
Parity G1 4:00 hrs. 22:40 hrs.
G2 3:30 hrs. 20:20 hrs.
<45 3:30 hrs. 24 hrs,
days
Gestational | >45-56 4:30-5 hrs. 22:20 hrs,
Age days
>56
4:00-4:30 hrs. 22:20 hrs.
days

Table V: Induction Abortion Interval

On analysing the induction-abortion interval time in
context with parity and gestational age, the outcomes were
analysed is both groups. In Group A, the induction-abortion
interval time in primi and UMP were 4:30 hrs. and in Group B
- it is 24 hrs. Patients with G2 in Group A, B - the induction
abortion interval was 3:30 hrs., 20:20 hrs., respectively. On
analysing GA of less than 45 days, the induction-abortion
interval in group A, B was 3:30 hrs., 24 hrs., respectively. In
GA >56 days, the induction-abortion interval in Group A, B
was 4:00-4:30 hrs. and 22:20 hrs,, respectively.

DISCUSSION

Most of the patients in both the groups were in the age group
of 20-30 years (80%). In our study, 12% of women from
Group A belong to the age of >30 and only 8% were below 20
years.
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The difference is not statistically significant. Nulliparous
and parous women with GA >7 weeks, the complete abortion
rate was low. This is in concordance with the retrospective
analysis of 3161 cases by Bartley et al.(6) The rational for this
varied observation in different GA still remains unexplained.
There is no variable significance in parity. Kahn in his meta-
analysis finds the rate of complete abortion to 96% when
period of amenorrhea is <49 days, which declines to 85%
when the gestational age is 57 days.(®

The rate of complete abortion in patients with GA >63
days is found to be 94.5% and the same increased to 95.7%
when additional dose of 800 pg of misoprostol was kept
vaginally.(”)

Spitz also conclude the same.® Our study also comply
well with these studies. Complete abortion rate being 98.6%
in nulliparous and 96.2% in parous women with GA <49 days.
In Group A method, failure was 8%, which required MVA
technique. These results were similar to that of EL Rafacey et
al who reported complete abortion rate to be 95% in vaginal
administration than oral route.(t)

Peyron et al in 1993 in a study with mifepristone with
misoprostol combination reported 96.9% complete abortion
with 0.8% incomplete abortion, which is on par with our
study.(?) Vomiting was seen in 8% of our patients unlike the
study of Cabeza et al in 1998 where it was 15%.(8 Spitz
reports 100% bleeding in his study in contrast to only 28% of
our patients had excessive bleeding. Both vomiting and
bleeding were more when misoprostol alone was used for
MTP (35% and 44% respectively). 60% of women from our
study experienced pain, which was similar to the rate of pain
in Cabaza et al, Peyron et al has shown in a study that success
rate of misoprostol is more effective when it is used in
combination with mifepristone than when used alone. All
these studies including our study confirmed that complete
abortion rate in early pregnancy was more with group A.
Similarly, meta-analysis of 2000 patients revealed that the
rate of incomplete abortion was more in misoprostol group.

This difference is statistically significant. In El Rafecy et al,
93% of abortion occurred within 4 hrs. of vaginal misoprostol
administration in mifepristone with misoprostol and 78%
occurred within 4 hrs. if misoprostol was administered orally.
Our study also reveals that induction-abortion interval was
only 4-5 hrs. in vaginal administration of misoprostol similar
to EL Rafecy et al. The induction-abortion interval in Group B
was 23-24 hrs. similar to study by Blanchard and others.(.9)
Thus, the combined regimen has more rate of complete
abortion with less induction abortion interval than when
misoprostol alone was used.

SUMMARY

This is a comparative study of medical methods for first
trimester abortion conducted at Department of Obstetrics
and Gynaecology at Government Thoothukudi Medical
College, Thoothukudi.
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e Total no. of patients-125.

e No. of women who were given mifepristone and
misoprostol combination-25.

e No. of misoprostol alone-100.

Following were the Observations of this Study

1. Most of the patients were in the age group 21-30 and
parous.

2. 4% of patients were unmarried who responded well for

medical methods.

50% patients had various symptoms in both groups.

4. Expulsion was complete in the mifepristone/misoprostol
group and no women needing check curettage for
combination of complete abortion. However, in 2
women, there was no response and their pregnancy was
terminated by MVA. On the other hand, 50% of women
in the misoprostol alone group had to have curettage for
completing the abortion process.

5. Induction-abortion time is less in patients with
mifepristone/misoprostol than misoprostol alone (4-5
hours vs. 20-22 hrs. respectively).

6. None of the patients needed blood transfusion or volume
expanders.

7. None of the patients had delayed bleeding after 45 days.

8. Misoprostol is less expensive and efficacious. However,
induction-abortion interval is prolonged than
mifepristone/misoprostol combination.

9. Though mifepristone is more expensive, the high
complete abortion rate and expulsion 4-5 hours of
misoprostol administration makes it a preferred method
were cost is not restraining factor.

w

CONCLUSION

From our study result, it can be concluded that mifepristone
with misoprostol combination is an effective and ideal
outpatient procedure for early MTP. Complete abortion rate
is high with this combination. Similarly, the induction
abortion interval with this method is also less. Other
associated complications are also less. The only confounding
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factor is the cost involved, which is about 20 times that of
misoprostol alone. This makes the mifepristone with
misoprostol combination the most-effective method for the
first trimester abortion.
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