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Sir,

Mifepristone was approved on 28th September 
2000 by the FDA for the termination of early 
pregnancy (49 days or less from the beginning 
of the last menstrual period)[1]. Mifepristone 
prevents receptor binding of endogenous or 
exogenous progesterone, resulting in abortion. 
Mifepristone softens the cervix and sensitizes 
the myometrium to the contraction-inducing 
activity of prostaglandins. It also has 
antiglucocorticoid and weak antiandrogenic 
activity. The FDA-approved regimen for 
medica[1]. abortion consists of taking 600 
milligrams (three 200 milligrams tablets) of 
mifepristone orally on Day 1 in the provider's 
office, and 400 micrograms (two 200 
micrograms tablets) of misoprostol orally on 
Day 3, also in the provider's office[2].
However, rigorous randomized controlled trials 
by the World Health Organization have 
demonstrated similar efficacy with lower doses 
(200 milligrams) of mifepristone[3].
Mifepristone was licensed for use in India in 

2002[4]. Misoprostol has been available as a 
medication for gastric ulcer treatment. 
However, both these drugs can be sold only on 
prescription (as Schedule H drugs, Drug and 
Cosmetics Rules, 1945)[4]. In addition, the 
Drug Controller of India registration for 
mifepristone requires product packaging to 
mention that it to be used under the supervision 
of a gynaecologist[4]. However, there are 
reports of the increased trend of medical 
termination of pregnancy (MTP) among Indian 
women[5]. We conducted a pilot study to
analyse the pattern of use of Mifepristone –
Misoprostol for MTP in rural Indian women.

In the present study, all the women with the 
history of intake of Mifepristone – misoprostol 
pills (MAP) within the last one-month attending 
the Gynaec Out Patient Department of a 
Government Rural Hospital (GRH) on two 
fixed days of the week, were included after 
taking their well informed consent. GRH is 
located at about 30 kilometers away from the 
tertiary care hospital, and it caters to the rural 
population of more than one lac. The study was 
conducted over a period of six months with 
effect from 1st February 2007 to 30th 
September 2007, and a total of 160 women 
were included in the study. The women visited 
GRH either for some complication related to 
MAP use, or to confirm success of medical 
termination of pregnancy. Ninety (56.25%), 20 
(12.50%) and 50 (31.25%) women reported 
between 10-20 days, 21-30 days, and 2-9 days 
after administration of mifepristone. All the 
women were interviewed regarding their 
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demographic characteristics (gravida, 
qualification, profession, age, duration of 
pregnancy at which MAP were taken, income 
of the family), source of information about 
MAP, MAP taken as self medication or under a 
doctor’s supervision, concomitant use of other 
drugs (antibiotics, NSAIDs (anti-inflammatory 
drugs, iron/calcium,
herbal/ayurvedic/homeopathic drugs) and 
complications or side effects experienced after 
use of the MAP. All the women were examined 
for outcome of MAP. Outcome and 
complications of MAP between self medication 
and drugs used under the doctor’s supervision 
group were compared using chi-square test, and 
P-values less than 0.05 were considered as 
statistically significant.

Out of 160 women, 90 (56.25%), 30 (18.75%) 
and 40 (25%) women were multi-gravida, 
primi-gravida and grand- multi (>5 
pregnancies) respectively. A majority of 
women were undergraduates and non-working 
[Table/Fig 1]. A majority of women were from 
the middle socioeconomic group, and about 90 
(56.25%) women were above 30 years of age 
[Table/fig 1]. Duration of pregnancy was less 
than 6 weeks, 6-8 weeks, 9-10 weeks, and 11-
12 weeks in 90 (56.25%), 40 (25%), 20 
(12.50%) and 10 (6.25%) of women, 
respectively. However, 110 (68.75%) women 
had taken drugs as self-medication, and brought 
it without a doctor’s prescription. Fifty 
(31.25%) women, who used drugs under 
doctor’s supervision, requested themselves 
to the doctors to prescribe them MAP.
Doctors and pharmacists/chemists/health 
workers (female) were found to be the common 
source of information regarding MTP-pills 
among women. 

NSAIDs and Ayurvedic/herbal/homeopathic 
drugs were most commonly used, along with 
MTP-pills in 100 (62.50%) and 80 (50%) of 
women, respectively. Ninety (56.25%), 50 
(31.25%) and 20 (12.50%) women had 
complete termination of pregnancy, incomplete 
termination of pregnancy and failure, 
respectively. The most common side effects 
reported were pain, excessive bleeding, 
anaemia and nausea/vomiting [Table/Fig 1]. 
More women in the self-medication group 
resulted in incomplete abortion [44(40%) Vs 6 
(12%)], failure [20 (18.18%) Vs 0], severe 
anaemia [9(8.18%) Vs 1(2%)] and sepsis 
[20(18.18%) Vs 0] than those who used MAP 
under a doctor’s supervision (P<0.001) 
[Table/Fig 2]. 

Suction and evacuation was done in 50 
(31.25%) women, and pregnancy was continued 
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in 10 (6.25%) women. Antibiotic cover and iron 
/ calcium supplements were prescribed in 70 
(43.75%) and 80 (50%) women, respectively.

In the present study, the trend of MAP use was 
seen more in the multi-gravida, middle income 
group, undergraduates and non-working group, 
with an overall 56.25% success rate. In an 
earlier retrospective analysis of 25 cases with 9-
12 weeks of pregnancy, who underwent 
medical termination (using a regime of 
mifepristone followed 48 hours later by a 
course of vaginal gemeprost ), complete 
abortion was achieved in 96% of cases[6]. Only 
one woman underwent surgical evacuation in 
view of heavy bleeding.

In another study on Vietnamese women, the 
success rate for MAP was extremely high 
(96%), with incidence of the most commonly 
reported side-effects like cramping, prolonged 
bleeding and nausea. Moreover, 32% of women 
who had previously undergone surgical 
abortion, selected medical abortion. However, 
the low success rate in the present study with 
MAP (56.25%) could be because of use of 
MAP as self- medication (inappropriate dosage) 
in 68.75% women. There are a few earlier 
reports of the use of MAP as OTC (over the 
counter) drugs also, from various other parts of 
India[4]. In a study from rural Tamil Nadu, 
India, 12 of the 37 private doctors who were 
providing medical abortion to 70-80% of their 
patients, reported widespread OTC sale of 
mifepristone[5].  In the present study, multi-
gravida women were more likely found to 
select MAP for termination of pregnancy.
However, according to a  study from New 
Zealand, out of total 390 MTP, gravida 1 and 
nulliparous women were significantly more 
likely to choose MAP[8].

The use of medical abortion is subject to the 
provisions of the Medical Termination of 
Pregnancy Act 1971, which limits legal 
abortion provision to obstetrician-
gynaecologists or generalist providers (those 
holding an MBBS degree) who have been 
certified[4]. However, the Medical Termination 
of Pregnancy Rules were modified in 2003, so 
that, unlike with surgical abortions, site 
certification is not required, provided the 
certified doctor has a demonstrable referral link 

to a certified centre for back-up care, should the 
need arise[4].

Serious complications (severe anaemia and 
sepsis), failure and incomplete abortion were 
reported more in women taking drug as self-
medication than under a doctor’s supervision in 
the present study (p< 0.001). Confirmed or 
suspected ectopic pregnancy or undiagnosed 
adnexal mass, intrauterine device in place, 
chronic adrenal failure, concurrent long-term 
corticosteroid therapy, history of allergy to 
mifepristone, misoprostol, or other 
prostaglandin, haemorrhagic disorders or 
concurrent anticoagulant therapy and inherited 
porphyries, are some of the contraindications to 
MAP. These conditions could remain 
undetected if MAPs are used without the 
doctor’s supervision, and may endanger the life 
of consumers. Hence, there is need to educate 
chemists and consumers regarding the 
complications and contraindications of MAP 
through print and electronic media; as well as 
laws regarding OTC sale of drugs should be 
strictly enforced.
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