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A R T I C L E  I N F O                              A B S T R A C T  
 

 

Background: Medical abortion is the method to terminate the pregnancy by using 
mifepristone and misoprostol tablets by giving them at 48 hours interval. As per WHO 
medical abortion is a safe and effective method upto 9 weeks (63 days) of gestation.In 
home setting mifepristone isusually given in clinic and misoprostol self-administered by 
woman at home.We hypothesized that both mifepristone and misoprostol can be given in 
home based setting. 
Objectives: To compare the effectiveness and safety of mifepristone and misoprostol upto 
49 days of gestation with gestational age of 50-63 days in complete home based setting. 
Method: nThis prospective, comparative study was done on 210 women who opted for 
first trimester abortion upto 63 days of gestation. They were divided into two groups: 
Group 1 with gestational age of ≤ 49 days and Group 2 with gestational age of 50-63 days. 
After confirmation of gestational age by transvaginal ultrasonography oral mifepristone 
(200mg) was followed after 48 hours by sublingual misoprstol (800μg), both self-
administered by the women at home. They returned for follow-up after 14 days to confirm 
the completeness of abortion. Primary aim was to evaluate the efficacy of medical regimen 
in the form of percentage of complete abortion. And secondary aim was to compare the 
safety profile and acceptability in both the groups. 
Result: In this study, conducted in complete home based setting, it was found that overall 
in both the groups the success rate in the form of complete abortion was high (95.7%) and 
both the groups were comparable with 97% complete abortion in group 1 and 93.8% in 
group 2, p value being 0.4522.Side effects profiles in both the groups were also low and 
comparable. 
Conclusion: Our study shows the efficacy and safety of mifepristone and misoprostol upto 
63 days of gestation in home setting for medical abortion. It also shows a high acceptability 
rate amongst women. Women should be offered this option to allow more flexibility and 
privacy in their abortions. 
 
 
 
 
 

INTRODUCTION 
 

Availability of safe abortion services is an important means 
for the reduction of maternal mortality and morbidity as 
unsafe abortion is responsible for 13% of maternal 
mortality.(1) Medical abortion is the method to terminate the 
pregnancy by using mifepristone and misoprostol tablets by 
giving them at 48 hours interval. As per WHO medical 
abortion is a safe and effective method upto 9 weeks (63 days) 
of gestation.(2) In home setting usually mifepristone is given 
in clinic and misoprostol self-administered by woman at 
home. In the home setting, there is privacy, lesser number of 
hospital visits and hence less work load in the hospital thus  
 

simplifying the medical abortion regimenand increasing the 
acceptance rate.In various countries like USA, France and 
Sweden majority of the women opted for home based medical 
abortion when options were given between home based and 
clinical setting.(3) There were  no study from India  which  
mentioned about abortion service in complete home based 
setting in which mifepristone and misoprostol were both taken 
at home. We hypothesized that both mifepristone and 
misoprostol can be given in home based setting, safely and 
effectively for first trimester medical abortion upto 63 days of 
gestation. 
 

The goal of present study was to compare the efficacy and 
safety of mifepristone and misoprostol regimen upto 49 days 
of gestational age with gestational age of 50-63 days in 
complete home based setting in north eastern population in 
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India. Various parameters ofcomparison were the percentage 
of complete abortion, duration of bleeding per vaginum, 
acceptability and side effect profile between the two groups. 
 

MATERIAL AND METHOD 
 

This prospective, comparative study was done in a tertiary 
level institute of north eastern India from  September 2015to 
April  2017. The efficacy, safety and acceptability of medical 
abortion upto 49 days of gestation was compared with 
gestational age of 50-63 days in complete home based 
settings.  Mifepristone and misoprostol were administered 48 
hours apart in both the groups. Primary outcome was to 
determine the efficacy of medical regimen in the form of 
percentage of complete abortion.Secondary outcome were to 
compare safety profile and acceptability in both the groups. 
Clearance was taken from institutional ethical committee. 
Women who visited for first trimester abortion in gynecology 
department and requested medical abortion during this time 
period, eligible as per MTP act and who fulfilledthe study 
criteria were invited to enroll in study. Inclusion criterion was 
single live intrauterine pregnancy upto 63 days of 
gestation.Gestational age was determined by menstrual 
history and clinical examination and confirmed by 
ultrasonography. Woman who provided informed consent and 
agreed complete follow up, having access to telephone facility 
and easy access to health facility were included. Our 
exclusion criteria were pregnancy >63 days of gestation, 
women<18 years of age, having haemorrhagic disease, on 
anticoagulant therapy, allergic to mifepristone and 
misoprostol, contraindication to mifepristone like patient on 
chronic systemic corticosteroid administration or adrenal 
disease, contraindication to misoprostol like glaucoma,mitral 
stenosis, poorly controlled seizure disorder, smokers and 
breast feeding women. A total of 210 women participated in 
the study. We divided them into two groups according to 
gestational age at presentation, group 1 included those ≤49 
days of gestation and group 2 included those between 50 to 63 
days of gestation. 
 

Women were explained about doses and schedule of 
mifepristone and misoprostol. They were asked to take a 
single tablet of 200mg of mifepristone orally during morning 
hours followed after 48 hours by tablet misopros to l800 
microgram sublingually at home.Women were instructed to 
report to hospital in case of heavy bleeding or severe pain 
abdomen. They were given prescriptions of tablet paracetamol 
and tramodol. They were instructed to return to hospital after 
14 days when history, examination and transvaginal 
ultrasonography performed to determine if complete abortion 
had occured.Women were inquired about duration of bleeding 
per vaginum, pain, nausea, vomiting, diarrhea or any other 
side effect. Successful termination was considered when there 
were no retained products of conception on ultrasound.For 
acceptability women were asked whether they would opt for 
the same method if need for abortion arises again. 
 

Statistical analysis 
 

For demographic and obstetric variables descriptive statistics 
was used to calculate the mean ± SD. To compare the means 
of parameters of both the groups independent student t test 
was performed. A 95%limit and 5% level of significance were 
adopted . P <0.05 was considered significant.  
 

RESULT 
 

A total of 213women were initially enrolled in the 
study.Three women didn’t complete the regimen and hence 
210 women remained in the study. The demographic and 
obstetric variables were similar in both the groups except 
gestational age (Table 1) as per study protocol.Completed 
family and birth spacing were the most common indications 
of termination of pregnancy. (Table-2)  
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 

Overall rate of complete abortion upto 63 days of gestation 
was 95.7% indicating very high efficacy of medical abortion 
in complete home based setting. In group 1 it was 97% and in 
group 2 it was 93.7% and the difference was not statistically 
significant (pvalue0.4522). Out of 9 women of  incomplete 
abortion suction evacuation was required in 5 women, rest 
were managed by stat dose of 400 microgram of sublingual 
misoprostol. Three women from group 1 and two from group 
2 required suction evacuation. 
 

Side effects are presented in table 3.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
There were no cases of excessive bleeding per vaginum that 
required emergency evacuation or blood transfusion in either 
group. There were no significant differences in side effects 
experienced between the two groups except that more women 
in group 2  than in group 1 had bleeding per vaginum for 
more than 7 days (p value <0.05). One woman had bleeding 
for > 3 weeks but there was no retained product of conception 
on transvaginal ultrasonography. Acceptability was high in 

Table 1 Clinical profile of women in both the groups 
 

Variable Group 1 
 (N= 130) Group 2 (N= 80) P value 

Mean age (years) 28.03 ±4.916 28.5 ±4.503 0.4890 
Mean Parity 1.45 ± 1.005 1.49 ± 0.856 0.8036 

Mean gestational age in days 40.66 ± 4.778 54.16 ±6.575 <0.0001 
Unmarried 7 (5.38%) 5 (6.25%) 0.7930 

H/O previous LSCS 26 (20%) 17 (21.25%) 0.9666 
Primigravida 14 (10.76%) 9 (11.25%) 0.9137 

H/O Previous induced abortion 39 (30%) 26 (32.5%) 0.8205 
 

Table 2 Indications of MTP 
 

Indications of MTP Number of patients 
(percentage) 

Completed family 62 (29.5%) 
Birth spacing 48 (22.8%) 

Contraceptive failure 42 (20%) 
Financial reasons 30 (14.3%) 

Social reasons 28 (13.3%) 
 

Table 3 Outcome in both the groups 
 

Variables Group 1(N= 130) Group 2 (N= 80) P value 
Complete Abortion 126(97%) 75(93.8%) 0.4522 
Incomplete abortion 4(3.1%) 5(6.3%) 0.4522 

Continuation of pregnancy 0 (0%) 0 (0%)  
Need for subsequent 
surgical evacuation 3 (2.3%) 2 (2.5%) 0.6276 

Duration of Bleeding per 
vaginal(>7 days) 10(7.7%) 24(30%) <0.0001 

Acceptability 117(90%) 73 (91.3%) 0.9540 
 

Table 4 Side effects profile in both the groups 
 

Variables Group 1  
(N= 130) 

Group 2  
(N= 80) P value 

Excessive Pain 29 (22.3% ) 20 (25%) 0.7795 
Nausea/vomiting/Diarrhoea 25(19.2% ) 15 (18.8%) 0.9313 

Headache 1(0.8%) 0 (0%) 0.4317 
Fever 0 (0%) 0 (0%)  

Endometritis 1(0.8%) 0 (0%) 0.4317 
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both the groups, 90% in group 1 and 91% in group 2, and 
statistically comparable. (pvalue >0.05 ). Out of 210, 3 
women did not turn up for followup. With these women 
telephonic discussion was done regarding cessation of 
bleeding, efficacy, side effects or any other complication. 
Histories via telephone were consistent with complete 
abortion without any complication. 
 

DISCUSSION 
 

This prospective, comparative study compared the efficacy 
and safety of medical abortion by mifepristone and 
misoprostolbetween gestational age upto 49 days and from 
50-63 days in complete home based setting and found that 
overall rate of complete abortion upto 63 days of gestation 
was 95.7% indicating very high efficacy of the regimen. Also 
in group 1 it was 97% and in group 2 it was 93.8% and the 
difference was not statistically significant (p value 0.4522 ). 
In various clinical trial reports the rate of complete abortion 
ranged from 91% to 98% for pregnancies upto 9 weeks when 
misoprostol is administered at home. (4,5) 
 

Various observational studies also demonstrated the 
effectiveness of home based medical abortion in the range of 
87% to 98% in different dose combinations.(6,7,8,9) 
 

One study which used similar drug dosage and route had 
shown same efficacy. (10). Here we want to highlight the high 
efficacy in our present study in complete home based  setting. 
In one of the study the rate of complete abortion was 85.5% in 
home based setting but they used lower doses (200 and 400 
microgram of misoprostol) (11) Other studies where 
misoprostol was used in higher doses (600 and 800 
microgram) abortion rate was comparable to our study.(7, 
10,12,). Our findings are consistent with other studies 
regarding efficacy of same regimen in home setting (4, 5, 
8,13) 
 

Side effects were mild and comparable in both the groups. 
Pain and nausea were the most common side effect in both the 
groups.There were no serious side effects and comparable to 
other studies. (8,11,12 ). One woman had bleeding for > 3 
weeks but there were no retained product of conception on 
tranvaginal ultrasonography and she responded to antibiotic. 
Routine antibiotic prophylaxis was not given to the 
participants. In one study which compared misoprostol in 
home and hospital setting pain, fever and vomiting were more 
in home setting.(14) 
 

Acceptability of medical abortion with the present regimen in 
home setting was very good in both the groups (90% and 
91%). Flexibility was more when both the drugs are 
administered in home setting and it increases the acceptability 
rate. This is comparable to other observational studies where 
acceptability rate was in the range of 86% to 98%, ( 6,7,8,9) 
 

In our study women took both the drugs in home setting and 
showed good efficacy and safety profile upto 63 days of 
gestation. With this study it can be recommended that it is 
equally efficacious and safe to administer both the drugs in 
home setting upto 63 days of gestation. It will not only reduce 
the number of hospital visits (only two visits) but also give 
woman more control over the abortion timings. It will 
increase accessibility and acceptability of medical abortion 
and will be helpful in decreasing maternal mortality related to 
unsafe abortion. 
 

There were certain limitations of the present study. One is that 
sample size is small and it is a single center study. Multicenter 
study with large sample size may be justified to confirm the 
finding of the present study. 
 

CONCLUSION 
 

Our study shows the efficacy and safety of mifepristone and 
misoprostol upto 63 days of gestation in home setting for 
medical abortion. It also shows a high acceptability rate 
amongst women. Women should be offered this option to 
allow more flexibility and privacy in their abortions. 
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