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Tne Indian government nas once again decided to throw tne laws of
tne land to the winds by announcing its decision to pursue an

aggressive programme of population control in Uttar Pradesh in
(R)wnicn a new and as yet inadequately tested contraceptive NORPLANT

will pe pushed as a spacing metnod especially among low parity couples
will receive financial assistance to the tune of aThis programme
800 crore from the USA. Social marketing of thestaggering Rs.

contraceptives will also be actively pursued in the programme.

In a simultaneous move, the Indian Council of Medical Researcn (ICMR)
wnicna carries out contraceptive research on behalf of the government
nas recently announced a pre-programme introduction trial to assess

(R)tne logistical problems likely to be encountered with NORPLANT
desviteon 2J,000 women in urban centres throughout the country,

tne fact tnat it has not yet carried out the mandatory trials to
assess tne safety and efficacy of the same contraceptive.

India is one of tne few third world countries which have a history
of taking an independent stand on tne introduction of new

"Our laws make it mandatory to conduct clinicalcontraceptives.
and its suitability totrials to establisn the safety of a drug,

an Indian population before it can be promoted in the Family
Planning Programme. Although inadequate in themselves tnese laws
are designed to protect the health and interests of our citizens
against tne adventurism of foreign multinational companies.

(R)dowever, in tne case of NORPLAT we are shocked to find that
tne trials to establish tnat the drug is safe and non-nazardous,
nave peen completely ignored.

It is absurd and inconceivable that clinical trials with a contra-
ceptive drug should go hand in hand with its widespread distribution
tnrougn tne nealth system. This unprecedented move on the part of
tne Indian government is completely violative of the laws of tne
land and indicates clearly the lengths to which it is prepared to
go to meet the dictates of foreign aid agencies.
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We are opposed to the introduction of aorpLant
(8)

on many counts.
is a long-acting, invasive and normonal contraceptive.

Being a supdermal implant, its insertion and removal require
surgical operation. Its active ingredient is a normone-livonorgestrel,
wnicn acts on the prain centres of women as also on their repro-
ductive system. Its use is associated witn a complete disruption of
tne menstrual cy¢le in most women users. Continuous use of normones
in tne snort run is associated with clotting of blood which may lead
to thrombo-embolism and heart disease, formation of ovarian cysts
and depression. Tne long term risks are unknown but it is suspected
tnat cancer, infertility and adverse effects on the children born to
women users are some of tne possiple consequences. We are opposed
to tne promotion of sucn contraceptive metnods wnich interfere witn

(R)

NORPLANNT

tne entire pody of a woman in order for small gains in contraceptive
effect.

Since tne removal of NORPLANT can be done only by specially
trained Doctors, women nave to be at the mercy of tnese Doctors wno

are tne main stay of an extremely coercive and callous Family
Planning Programme. In doing so, a contraceptive like NORPLANT (8)

takes control away from women. NorPLANT is not alone in tnis but
is only a representative of a series of new contraceptives whicn do

not rely on user motivation. Infact, today trials are going on for
a number of metnods such as anti-fertility vaccines, nasal sprays,
etc. where the user does not even have to be aware that he/sne is
using a contraceptive. We are opposed to this entire trend in
contraceptive research which assumes that men and women are irres-
ponsiple and produces contraceptives which have a great potential
for misuse in a Family Planning Programme like the one being run

(R)

(R)

in our country.

NoRPLANT is being promoted as a spacing method. Spacing metnod

implies tnat tne contraceptive under consideration snould be useable

(R)

DY women post partum and their reproductive health should be fully
restored once tney stop using tne contraceptive, making return of
fertility a vital attribute.
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Wo study nas veen carried out in India to snow that women are able to
(R)conceive, bear and produce healthy Children after using NORPLANT

Furtner NORPLANT is contra-indicated for use in lactating women, 1

NORPLANT (R)atleast for tne first six months of breastfeeding.
to itsonce inserted nas contraceptive efficacy of five years and due

nign cost(approximately US$34 per device) nealtn providers are very
Evenreluctant to remove it from women before this period is over.

if one takes tne word of researcners tnat return of fertility is
prompt after discontinuation, it still means tnat a woman would nave
a birth interval of somewhere in tne order of seven years between
two cnildren assuming tnat sne will be able to conceive within six
montis to a year after discontinuing use. Is such a large gap between
two cnildren in the interest of women when all along tne medical
community nas advocated a gap of 2-3 years?

Tnere is yet anotner area of concern. The findings of a recent
study witn a similar implant carried out py ICMR and conducted at
Medical Colleges, reveal tnat out of tne women recruited for tne
trial, 12% 300) women could not be followed up during even
tae 3 year study period and remain untraceable todate. The use of
NORPLANT (R) requires tnat an extremely efficient medical system pe

availaple to deal witn complications arising from its use and to
monitor tne nealtn status of these women to prevent medical emer-

gencies. If sucn a hign rate of loss of follow up is reported under

experimental conditions wnere best medical services are available
and wnere greater attempts are made to keep track of women for
researci Durposes, one can easily imagine tne fate of tne large
numver of women to wnom tnis drug will be recommended in tne Family
Planning Programme. We need to mention nere that just one result of
not keeping track 'of tnese women would ve tnat their devices are not

In otner words then tne women willremoved at tne end of five. years.
face the possinility of conceiving witn the ineffective implant still
in tne body - a situation wnica can lead to an ectopic pregnancy (wnen
tne emoryo implants in tne fallopian tubes). Ectopic pregnancy can

give rise to a life tnreatening situation, which can cause infertility
if not deata.

(R)
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Yet anotner alarming component of the government's new population
policy is the move to introduce social marketing of contraceptives.
social marketing of contraceptives implies outreach of the population
control system in areas where tnere are no health services available
tnrougn grocers, paan shops and similar retail outlets. The
government's proposal indicates that hormonal contraceptives will now
be made available through these channels. While we are not opposed
to tne social marketing of barrier methods like condoms, in the case
of aormonal methods like the oral pill, the consequences of sucn a
move will be disastrous. Several third world countries which have
attempted such a strategy have reported an increase in fertility
rates.

Social marketing implies absence of screening for contra-indications
wnica is essential in the case of hormonal methods. Tnere is also
no mecnanism to deal with the adverse effects due to the contra-
ceptive, contraceptive failure and the increased possibility of
congenital malformations, etc. Fertile ground is thus laid for
tne creation of a large scale public health hazard. The government's
new policy is a clear indication of its unwillingness to upgrade
tne general health services in the country.

The government is now trying to cash in on the good-will of the NGOs
and is making them a party to a coercive and callous population
control programme. Most NGOs do not have any expertise to even
comprehend tne consequences of these dangerous contraceptives, leave
alone the capability of coping with health hazards created by them.

We believe that any scientifically designed study on contraception
In most instancesnas to have a long term follow-up built into it.

of disasters with hormonal drugs it is not only women but the entire
future generation is at stake. Why are we ready to sacrifice the
future of our country? Whose interests are we serving? Why do we
need ever new methods of contraception whose only advantage lies in
ease of service delivery? Strangely, we can not find an answer to
tnis in our own country. Instead some top security documents of US

government provide us with a clue. These documents unequivocally



view tne population of tne tnird world as a security threat to tne
developed world. The same US government whicn at present is busy
twisting our arm over matters related to trade is the biggest funder
of contraceptive research as well as programmes. It funds tne Human
Reproduction Programme of WHO, the UNFPA as well as the Population
Council wnich has developed worPLaAT (R) It must be remembered that
the concern of all tnese agencies is not the health of the tnird
world women but to somehow contain the population of the tnird world.
Researca is carried out with the primary objective of finding newer
contraceptives which require little effort in service delivery and
motivating users but not at the cost of their contraceptive effect -

cost in terms of the health of the users is totally immaterial.
Wnatever researcn is done in respect of safety is primarily for
tne first world.

While under tne diktat of the IMF and the World Bank our government
is cutting down expenditure on health services, it is even more
snocking tnat it is ready to swallow first world adventurism by
supjecting millions of Indian women to life threatening hazards
from contraceptives developed without an iota of concern for women's
nealtn.
WE CALL UPON ALL TO SAVE OUR WOMEN FROM THE DANGERS OF INDISCRIMINATE
TESTING.

ACTION INDIA1.

AIDS BHED BHAV VIRODHI AANDOLAN2.

ALL INDIA DEMOCRATIC WOMEN's ASSOCIATION3.

ANKUR4,

INDIAN SOCIAL STUDIES TRUST
g 3.

JAGORI

KALI for Women7.
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KARMIKA

NATIONAL FEDERATION OF INDIANU WOMEN

PEOPLE's UNION FOR DEMOCRATIC RIGHTS

8.

9

SAdELI

SABLA SANGH-12.

Contact Address :

Women's Resource Centre
Under Defence Colony Flyover (Soutn side)
Above snop no. 105-108
Wew Delni-110024.

Telepnone no. 616485 (Wed. & Sat.)
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Draft Press Statement
frials with Norplant- 6 : A cruel joke on unsuspecting women

In an unprecedented move the Indian Government has decided to throw tne laws
of the land to the wind and has announced that a new and as yet incompletely
tested contraceptive, Norplant-6, will be introduced into the Family Plannine
Programme, first in the urban areas and then throughout the country.

India is one of the few thirJd world countries which has had a history of
taking an independent stand on the introduction of new contraceotives. Our
laws make it mandatory to conduct in the country atleast phase III and phase
IV trials , if not phase I and phase II as well, in humans, before a new
contraceptive is introduced into the market. For the introduction of new
contraceptives, which are distributed through the Family Planning Programme,
the Indéan Council of Medical Research plays a Pivotal role. It is the ICMR »
which is supposed to conduct the necessary trials and recommend the contra-
ceptives in question to the Drug Controller. The trials are supposed to look
into the question of efficacy as well as safety of the contraceptive. Also
after the three phases are over a phase IV trial is conducted to determine
'the logistical problems which even a safe and efficacious contraceptive may

pre Programme Introduction Study. As such until the four phases of trials ar
not completed a new contraceptive aannot be introduced, execept in total
violation of the laws of the land.

However, with Norplant-6 , only phase II trials have been conducted in India
so far. Instead of going through the usual procedure of conducting pnase IIT
and then phase-IV trials, what is being envisaged is the recruitment of
20000 women this year in wnom Norplant-6 will be inserted as an approved and
tested method of contraception. Technically, this excerise is a phase III
trial but the ICMR and the Drugs Controller are trying to circumvent even
the akready lax regulations governing clinical trials by calling this a
controlled Programme Introduction study.
We are opposed to the introduction of Norplant-6 orfmany

counts. First of
all, Norplant-6 is a long acting invasive contraceptive proposed to be used
as a spacing method. It is a sub dermal implant which requires a minor surg-
ery for being put in position and a relatively complicated surgery for remov:
after 1t loses its contraceptive action at the end. of five years. Its active
ingredient is a Hormone which is artificially produced and has similarity
to naturally occuring Progesterone in woman's body. The drug present in Nor-
plant-6 does not only affect the reproductive system but also the higher
brain centres in a woman's body. The effects of such continuous administratid
of hormones and the way in which this disrupts the entire endocrinological
and metabolic processes in the body is not well understood. What is clearly
understood is that such disruption does take place as more than 60% women
using this contraceptive experience a disruption of their menstrual cycle.
Continuous administration of hormones has also been associated with disturB-
ances in the clotting mechanism (of blood ) leading. to the nossibility of
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thromboembolism and heart disease. The effect of such hormones on the
reproductive system is known to cause ovarian cysts and endometrial atrophy.
We fail to understand why the entire body of,women has to be interfered
with for small gains in contraceptive effect.

1 Because the removal of Norplant-6 is done by specially trained Doctors ,
women have to be at the mercy of these Doctors who are the main stay of an

1 extremely coercive and callous Family Planning Programme . In doing so , a
contraceptive like WNorplant-6 takes control away from women. Norplant-6is not alone in his but is only a representative of a series of new
contraceptives which do not rely on user motivation . Infact, to day trials
are going on for a number of methods such as anti-fertility vaccines, nasal
Sprays etc. where the user does not even have to be aware that he /she is
using a contraceptive. We are opposed to this entire trend in contraceptive -

@-<search which assumes that men and women are irresponsibe and produces
contraceptives which have a great potential for misuse Family Planning

= aProgramme like the one being run in our country.

3 Norplant-6 is being promoted as a spacing method.Spacing implies that the
contraceotive under consideration should be useable by women post partum and
their reproductive health should be fully restored once they stop using the
contraceptive, making return of fertility a vital attribute . :

study has been carried out in India to show that women are able to
conc evd

1 bear and produce healthy children after using Norplant-6. Further Norplant=6is contraindicated for use in lactating women, atleast for the first six
montns of breastfeeding. Norplant-6 once inserted has contraceptive efficacy 4q

of five years, and due to its high cost (approximately US$ 34 per device)
@ealth providers are very reluctant to remove it from women before tnis
period is over. Even if one takes the word of researchers that return of
fertility is prompt after discontinuation, it still means that a woman
would have a birth interval of some where in the order of seven years between
two cuildren assuming tat Sac will be able to concieve within sixBectamonths to a year after discontinuing use. Is such a large gap between two
children in the intérest of women when all along the medical community has
advocated a gap of 2-3 years

There is yet another area of concern. In phase ITI trials with a similar
implant carried out by ICMR , with the best of medical services at its
command , it was unable to follow up all the women recruited for the trial
even for a period of three years which was the duration of the contraceptive ¢

effect. Infact in the study it conducted in Medical Colleges more than 12%
women were lost to follow up and remain untreaceable . Use of Norplant-6
requires that an extremely efficient medical system be available to deal with
complications resulting from Norplant-6 use and to monitor the health status
of these women to prevent medical emergencies. A system which fails to keep
track of lef women in three years is totally incavable o replicating even
this level of followup when women are reduce# to the staus of regular contra~
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contraceptive users and stop being a part of experiments where their conditi
is of greater concern to the establishment. One can only imagine the fate of
women when they will be recruited in large numbers as users of a contra-
ceptive which is effective for five years - We need to mention here that jus
one result of not keeping track of these women would be that their devices
are not removed at the end of five years ° In other words then the women wil
face the possibility of concieving with the ineffective implant still in the
body - a situation which can lead to an ectopic pregnancy (when the
embryo implants in the fallopian tubes ) - Ectopic pregnancy can give rise
to a life threatening situation, which if not death.can cause infertility
Researcn on human beings must be carried out with their full informed
consent. We maintain that this is not done as is amply clear from the films
you nave just viewed. Illiteracy or poverty does not render people foolisn
or for that matter irrational. Atleast they deserve to know that they are
a party to expermentation. In the proposed study ICMR not only has no int-
ention of getting an informed consent but is deliberately attempting to
mislead women in to believing that Norplant-6 is a safe and appropriate
method of spacing and that there are no long term risks associated with
its use. This is unethical and is in contravention of national and inter-
national norms.

Further by being part of research women do risk their life and health.
We must not forget that contraceptive research is done , by design, on
women who are young healthy and fertile. In highlighting this risk we are not
saying anything new. In the west the liablity insurance that is required to
cover any possible litigation arising out of such research is with such a

high premium that multinational drug companies have stopped being involved
with contraceptive research the risk is real and hazards from new

contraceptives can be life threatening). Now contraceptive research is being
largely carried out by non profit organizations which are not so prone to
liability suits. Instead of making women of the first world the subjects of
these experiments, the venue nas also shifted to the third world where women
are unlikely to get involved in litigation. By simply refusing to follow up
women ICMR the Drug Controller and the Ministry of Health and Family Welf
preclude the possibility of being sued for damages.
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We believe that any scientifically designed study on contraception nas t
have a long term followup built into it. In most instances of disasters
with aormonal drugs it is not only women but the entire future genergtio
is at stake. Why are we ready to sacrifice the future of our country?
Whose interests are we serving? Why do we need ever new methods of contra
contraception whose only advantage lies in ease of service delivery?
Strangely we can not find an answer to this in our own country. Instead
some top security documents of US Government provide us with a clue.
documents unequivocally view the population of the third world as a _

security threat to the develoved world.The same US Government which
at present is busy twisting our arm over matters related to trade is the
biggest funder of contraceptive research as well as programmes. It funds
the Human Reproduction Programme of WHO, the UNFPA

A
the Population Counci

wnich has developed Norplant-6. It must be remembered that the concern of
all these agencies is not the health of the Third World women but to
somehow contain the population of the third world. Research is carried
out with the primary objective of finding newer contra eptives which
require little effort in service delivery& motivating users but not at
tne cost of their contraceptive effect - cost in terms of the health
of the users is totally immaterial. Whatever research is done in respect
of safety is primarily for first world.
While under the diktat of the IMF and the world bank our government .is
cutting down expenditure on health services , it is even more shocking
that it is ready to swallow first world adventurism by subjecting millions
of Indian women to life threatening hazards from contraceptives developed
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We call upon all to save our women from the dangers of indiscriminate
testing.
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Nor plant
A long article on Family.planning method was published in one

of the leading family digest with circulation of 30,000 name as Sadana)
in January 92, In this article, I tried to show the need of family
planning in our country and the sametime about the knowledge and
sideeffects of those contraceptives. Most of the time in our country
the people in government try to impose different contraceptive and
most of the time.knowledge about sideeffects are not given to women.

1

15

This article was written purely on my perso experience. But I tried
to the side effects in women and ases only 27 did not
complain at all. Many of them requested to remove the Nor plant.

yoReason on removing is given below G4
Trme 4 m

No, Came to visit Result

2 did Tot appear at alll in 2 years i. They went to other clinic
period b, They did not had any problems
chest pain off and on in 13 patients this effect went

away after some time 8 patients
had persistent chest pain

50 heawy vaginal pleeding 37 were cased after given hormone
in 13 women it had to removed
because of resistant bleeding

32 Nausea Headache No Little beat relief after some time but
menstruation nausea persistent

55
40

irregular bleeding persistent
Backache, No menstruation persistent

67 Heavy Bleeding and Vertigo persistent
37 Tingling sensation, on hand persistent

and foot

27 No complain

454 e

No, Side Effect and cause of removed

2 joint pain and muscle pain
2 severe Backache
1 Bleeding for a long time and lower pain abdomen
1 After 2 weeks of inserting she developed mass on the Breast
2 During insertion they suffered from Tuberculosis

wanted to have baby5
Sensé'pain on in place1
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bleeding or stoppages of bleeding. Backache was another problem.

In 2 vears 40 women Nor plant was removed in thé various reasons

No Reason

High blood pressure (she had normal B.P. during insert)
in 4-6 their weight decrease by 10 kilos and Backache.
heavy weight gain

heavy bleeding and vertigo and not stopped after medicine

Vertigo
UpAO Healeeke, wesAl the time vertigo

2

ling2

According to this data it clearly shows that. many women had
side effects. But it needs more experiments to clearly identify.

My experience showed that' women with low nutrition and

cotimon side effect was irregularities in periods. Either heavy
g habits has more tendency to have side effects The most
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