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In November 1982, the Union Health ministry

Pill programme. Two questions of importance

announced its intention to allow distribution arise : 1) What are the pitfalls of a mass
of the oral contraceptive pill(OC) through Pill programme in a developing country
village — level health workers and to introduce in the light of the experiences of other
'social marketing' or over-the-counter sale so such countries, and in the light of this
as to raise the number of OC users in this country's own past experience ? 2) Are
country from the present l.l lakh to two the claims of Pill safety relevant to a
million in the near future. A year later, in target population which has poor access

October 1983, the British media began renewal

to back-up medical care 7

of the focus on long-term safety of the
Pill, a debate revived by the publication of
two studies in the reputed UK journal, The
Lancet (October 22, 1983), which linked Pill

This paper besides exploring these questions,
will a) Sum up the findings so far known
regarding risks and benefits of OCs. b) Briefly

use with breast and cervical cancers. outline the current debate on cancer risks.
While this new debate over long-term risks o) Skist - the bra_.nds ahd ypes. o OCS 2
: 2tk | d ; Id through the private sector and distributed
IrSaapectnd to be & proionged ohe; I wou through  government  channels in  this
be appropriate to take a comprehensive country.

look at the implications and possible con-
sequences of the government's proposed

Possible Pitfalls.

The implications and consequences of a mass Pill programme have been summed up in a letter
sent to Union Health minister B. Shankaranand in March 1983 by the Hyderabad branch of
the Indian Women Scientists' Association (IWSA). The full text is reproduced below because
of its importance.

"We, members of the Hyderabad branch of the Indian Women Scientists' Association (IWSA)
are seriously concerned over the Health ministry's recently announced proposal to liberalise
the distribution of oral contraceptives (OC) through village-level health workers (VHWs).

"While we fully realise the need to reach safe and effective birth control to rural and urban
men and women, the proposed Pill programme will be neither safe nor effective. (all emphasis
in the original).

"At a meeting on March 9, we discussed the implications of allowing the Pill to be prescribed
by the lowest level paramedical staff, and we are unanimously agreed that such a move will
not only fail to serve the purpose of reducing the population growth rate, but will be counter-
productive. We therefore urge you to drop the proposed Pill campaign and utilise the funds
more effectively for augmenting the health services and popularising other methods of contra-
ception such as the barrier methods, the intra-uterine devices, tubectomy and vasectomy.
Also, the facilities for safe abortion need to be improved in rural areas.



=

“"Some of us are doctors and scientists who know from past field experience that VHWs cannot
be expected to ensure safe Pill distribution. No training can overnight change this fact. Also,
target-oriented incentives will result in irresponsible Pill promotion, which will eventually
backfire an the entire family planning programme. Though oral Pills are effective if taken
daily and safe for women not having certain contraindications, they cannot be prescribed
for women with past or present history of a variety of diseases such as diabetes, liver disorders,
blood " pressure, thrombo embolism, rheumatic heart disease, cancer, depression, and others.
In addition, there are no national data available on the prevalence of these diseases in Indian
women. A VHW can never identify the women at risk nor can one be sure that the women
would consult a doctor within two or three months of starting the OC as envisaged. A VHW
would not be able to ensure regular Pill intake. If for some reason there is short supply, he
or she may distribute the few Pills all round, little realising the ill-consequences. There is
every possibility that under a mistaken notion oral Pills will be used (without success) to
terminate unwanted pregnancies. OC taken during early pregnancy can be injurious to the
foetus. The method failure rate due to irregular OC intake is likely to be as much as in other
safer methods such as barrier methods and much more than with IUDs.

"In rural India, prolonged lactation provides natural contraception with an inter-pregnancy
interval of two to three years. OCs are known to suppress lactation and thereby increase
the chances of conception. Effects of contraceptive steroids secreted in milk are not yet
known. Unfortunately the cervical cap which used to be available at one time, is no longer
available in India. Even the loop is not made freely available to Government and private doctors
who are keen to do family planning work. The services of VHWs can be better utilised to
motivate couples to use these safer, reversible methods for spacing and encourage sterilisation
of the husband or wife when the family size is complete.

In the very few instances where the woman and the doctor feel that OC is the best option,
only a doctor should prescribe it and perhaps in those few select cases, the services of the
VHWs can be taken to reach the Pill packet every month to the women and ensure the women
come for a check-up once in three-four months.

"We wish the Government's efforts towards family welfare every success. In this connection
we may mention that the main objectives or our organisation are dissemination of scientific
knowledge and creation of scientific temper in society. We have arranged lectures, discussions
and exhibitions on health and family welfare, in Hyderabad and surrounding rural areas, and
give these subjects high priority in our programme.

"We hope that your ministry will give kind attention to our appeal and reconsider your decision
to allow VHWs to distribute oral contraceptive Pills."

. The Bangladesh Experience

Steve Minkin, formerly of UNICEF, has listed the consequences of the Bangladesh government's
'inundation' programme with the Pill in the 1970s. (1) Quoting a USAID-funded study, which
evaluated the programme, he writes : "It was found that even the 'trained' family planning
workers could not answer the most elementary questions concerning the use and effects of
oral contraceptives. After three years of experience with the inundation programme 44 per cent
could not say how many days after the onset of menstruation a woman should start taking
the Pill; 82 per cent did not know what advice to give toc a woman who missed taking the
Pill on five consecutive days; and more than 75 per cent could not say what type of side-
effects might be anticipated by women on the Pill."

Referring to 'social marketing' by which shopkeepers were supposed to screen potential accep-
tors with the help of a set of questions, Minkin observes : "Subjects such as birth control
are not easily discussed between men and women in Bengali society. Screening is further
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complicated by the fact that married women do not do the shopping in this Moslem country.
The shopkeeper's cursory screening would be a second-hand account from a woman's husband."

The socio-ecenomic and cultural features common to Bangladesh and India suggest that the
above experience has relevance for this country. A second relevant lesson from the Bangladesh
situation relates to the promotion of the Pill to lactating mothers.

Intensive family planning drives in Bangladesh have offered the Pill to breastfeeding mothers
with disastrous consequences. The Pill inhibits production of breastmilk and also affects its
nutritional quality. "In Bangladesh where breastfeeding accounts for a long natural birth interval
in- rural populations, there is evidence that indiscriminate promotion of the Pill meant that
even breatfeeding women took it. Their milk then dried up, so they abandoned the Pill. They
then had protection neither from breastfeeding nor from artificial contraception. As a result
women became pregnant much sooner than they would have done in normal circumstances."(2)

The latest WHO directive in this regard is
clear (3) : national FP programme should
maximise on the contraceptive effects of
lactation and should not promote the com-
bination OCs (the type of Pill most widely
used) to breastfeeding mothers in the first
four to six months. Will the proposed Pill
programme implement this directive carefully?

Checklist for prescription of oral contraceptives

as prescribed by WHO (Oral Contraceptives :
Technical & Safety Aspects, 1982).

Check the following by history and examination
Yes No
Above 40 years of BOR e S stmee CLTTE

Special instruction will be needed for village
level Pill distributors especially if the FP
drive is target-oriented and offers incentives
for recruiting acceptors.

The Indian Experience

India had in the past, contemplated and
rejected the idea of a mass Pill programme.
The following extract is revealing (S.P.
Jain, 1975, (4)) : "The government of India

conducted trials in about 300 centres through-

out the country and covered about 10,000
women to study the medical and social
acceptability of oral contraception among

Indian women with the objective to determine
its value for the Indian FP programme on an
appropriate scale. The special committee
which reviewed the experience considers
that the Pill may not be accepted in any
mass programme but should be administered
in closed communities under medical super-
vision. Its continued use is not advisable.
There should be intervals of non-use. The
National Institute of Family Planning analysed
the experience of 1512 acceptors and found
that 46 per cent discontinued after six months,
61 per cent after 12 months and 73 per cent
after 18 months. The experiment is compar-
able to that in Taiwan. High discontinuation
rate was due to nausea, vomiting, dizziness,
bleeding and planned and unplanned pregnancy ...

Above 35 years of age and a
heavy smoker

Seizures
Severe pain im the calves or
thighs
Symptomatic varicose veins in
the legs

Severe chest pains
Unusual shortness of breath after
exertion
Severe headaches and/or visual
disturbances
Lactating (Yes = for less than
6 months)
Intermenstrual bleeding and/or
bleeding after sexual intercourse
Amenatrhoea
Abnormally yellow skin, eyes
Blood pressure (Yes = above
140 mm Hg
(18.7 kPa) systolic and/or
90 mm Hg
(12 kPa) diastolic)
Mass in the breast
Swollen legs (oedema)

Instructions

If all the above are negative, the

------

------------

------------

------ CLLTTE

-----------

woman may

be given oral contraceptives. |f any are positive,

she must first be seen by a doctor.




WHO Recommendations for Training of Personnel

The training of the pefrsonnel responsible for
providing the pills in any given system must
ensure that the participants :

- Understand the concepts and rationale
of family planning;

- Are capable of describing the diflerent
contraceptive methods available and their
risks and benefits; .

- Indentify the cases that present a contra-
indication to the use of the Pill, or special
problems that require medical intervention
“and/or supervision;

- Effectively instruct the women how to
take the Pill and when to come back for
follow-up;

- Recognize complications and make the
necessary referrals;

~ Maintain basic records for patient manage-
ment and programme evaluation.

Follow-up routine.

Women should be re-examined 3 months after
starting oral contraception and thereafter at

6-monthly or at least yearly intervals.

In countries where screening programmes for
cervical cytology exist, oral contraceptive users
should be encouraged to take the opportunity
to have such a screening every 2 years. Discovery
of cervical dysplasia should be handled according
to standard gynaecological practice.

An annual examination of the pelvis and of
the breasts is recommended.

Where a woman wilth special problems is taking
oral contraceptives she should be seen more
frequently, If a change in the type of Pill
s medically indicated, the reasons must be
carefully explained to and understood by the
woman.

The physician or other health worker should
be alert to the possible development of thrombotic
or vascular disorders : leg wvein thrombosis or
pulmonary embalism, coronary heart disease,
cerebrovascular disorders, and retinal vein throm-
bosis.

Women with a histary of depression or who
experience depression, when on the Pill, should
be carefully observed and the contraceptive dis-
continued if evidence of hormone-related de-
pression occurs.

=l -

The wife's education was the strongest factor
among all the variables" (i.e. for acceptance
and continuation).

Safety of a Mass Pill Programme

Advocates of mass Pill distribution (without
a doctor's prescription) in developing countries
argue that the risks of the Pill are far
less serious than the risks of repeated child
bearing and maternal mortality, and that the
benefits of effective contraception are
more important to Third World women. They
also claim that the health risks of the Pill
are most serious for women who smoke and
that most Third World women don't smoke.

Apart from the points already raised in the
IWSA letter earlier quoted, the following cri-
teria contradict the above arguments (New
Internationalist, 1979 (5)): The NI article quotes
FP consultant Dr. Geraldine Howard who talks
of her experience in Ghana and Nigeria and
stresses, "the haphazard way in which rural
women would take the Pill for a while,
then possibly give it to some friend, run
out of Pills and stop,” A USAID study
quoted in the same article of 360 villages in
Bangladesh showed that though 13,087 women
had initially accepted the Pill, three months
later only 2,835 were actually taking it. The
dangers of irregular Pill intake include un-
wanted pregnancy and birth defects.

The NI article also refers to a variety of
reasons for irregular intake and dropping out.
Sometimes it is because of an uncertain delivery
system, aggravated by poor road transport and
communication facilities to remote areas. Some-
times supply is held up by delays in ports and
warehouses. Often women drop out because of
side effects. This last point has two important
dimensions.

One, 'in many Third World countries, only one
type of Pill (usually with 50 mcg estrogen) is
available in the government programme because
of bulk buying. This means that if there are
side effects, an alternative type of Pill may
not be offered and so women may drop out.
Even if alternative types are produced they
may not be widely stocked in a mass distribution
system, nor may the village level workers be
knowledgeable enough to suggest a switch to a
different dose pill. Second, there is also the
tactor of the health hierarchy being supportive
and sympathetic enough to reassure women who
experience side effects and to persuade them
not to drop out. This seems doubtful under the
present health set-up.






