
For the first time in India, the attempts ef the Health Ministry
and the ICMR, to push a hazardous contraceptive for women, has
been challenged, through a writ petition filea in the Supreme
Court on the 7th. of April 1986.

The Court teday, (lst. May 1986) issued notice to the respondents
show cause as to why the petition should net be admitted

and stay order granted on further trials of the contraceptive.
In addition to the Health Ministry, the ICMR, and the State
of Andhra Pradesh, the Drug Controller of India was also
impleaded as a respondent. The notice is returnable on July
1Sth. 1986.

The contraceptive in question 1; Norethisterone Oananthate
(Net-Oen}, an injectable form of the female hormone, progesterone,
similar to the controversial drug Depo-Provera. Preduced by
-3chering, a West German firm, it was first marketed in Peru
-in 1967. In 1971, it was withdrawn, as rats tested with this
acug developad pituitary and breast nodules. 'Thereafter, it
was put back on the market and is now being propagated as the
ideal contraceptive for third world women.

The ICM' is currently engaged in the last stage of trials and
the government plans to introduce it into the muss Family Planning
pr ogramme in a big way. Far from sharing the optimism of the
government and the ICMR, the petitioners contend that ther are
several Yeasens fer grave concern.

The drug is a definite hazard to women's health and a potential
hazara to thelr progeny. The high dose of Net-Oen which is
to be infected every two months, causes a complete disruption
of the hornonal balance maintaining the repr eductive system
O£ wonen. Menstrual CHAOS, which is experienced by 90% ef
Indian women administered the .icug, is just ene ef the ways
in which this is manifested. hus the cause of this
menstrual chaos been uncdarstoai, nor has an effective treatment
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WHO, though a proponent of Net-Oen, admits that the

safety of the arig is yet to be established pith regard to asp ects
3uch as: effect on lactation and prowany, risk, long=

tern sequelea, affocts on Lipid Lisa ad endometrial

bleeding.

The drug has a long list of contraindications ranging from

breast feeding in the initial 6 mouths since delivecy, liver
disease including jaundice, breast or genital cancer, undiagnosed

vaginal bleeding, to suspected pregnancy. omen suffering frem

several other conditions such as diabetes and hypertension,
need to be monitored closely. Given the present state of health
in India,the Primary Health Centre: (through which the drug

will ve primar ily be administered)are not ejulpped te screen

women with these conditions, the injection in a

and s&fe mannec und jesl ith complica tions as ana

wien they arise. Hence, un. In.tan conditions , the potential
hazards of this drag do ates inte tuction inte the

maga Pamily Planning pregramnne.

ell th: same, im their « ige r hi tC Complete the trials on

the dciy, the centres cn es MW hus. been recruiting
women threugh unethical palo canpaigns. Women are being
lured by incomplete und which is designed
to conceal the experimental nuture of the exercise and are led ©
to believe that the drug is alres.iy tried aid tested.

One of the majer fears of the petitioners is that, once

introduced, this contraceptive has a high potential fer misuse

ana can recreate the Pamily Planning scene of the Emergency exa.

Unlike then, the unwitting victims may not even we aware that

they have Become acceptors of this method of contraception
because an injection can always be ain n.3' ced under false
pretexts.

The petitioners therefore, contend that all further experiments
wo men with this drug must be stepped and the drug we banned

for use in India.
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PRESS RELEASE

For the first time in India, the attempts of the Health
Ministry. and the ICMR to push a hazardous contraceptive for
women has been challenged through a writ petition filed
in the Supreme Court on the 7th of April 1986.

The court to-day (Ist May 1986) issued notice to the
respondents to show cause as to why the petition should not
be admitted and stay order granted on further trials of the

In addition to the Health Ministry, the
ICMR, 'and the State of Andhra Pradesh, the Drug Controller
contraceptive,

of India was also impleaded as a respondent.
returnable on July 15, 1986,

The notice is

The contraceptive in question is Norethisterone- Oenanthate
form of the female hormone, proges-

terone, similar to the controversial drug Depo-Provera.
Produced by Sehering, a West German fimn it was first
marketed in Peru in 1967, In 1971, it was withdrawn as rats
tested with this drug developed pituitary
Thereafter, it was put back on the market and is now beitrg-
propagated as the ideal contraceptive for

The ICMR is currently engaged in the last
the government plans to introduce it into

and breast nodules.

third world women,

stage of trials and
the mass Family

Planning Programme in a big way. Far from sharing the
optimism of the government and the ICMR. the petiticners
contend that there are several reasons for grave concern,

The drug is a definite hazard to women's health and a

The high dose of
to be injected every two months, causes a

potential hazard to their progeny.
Net-oen which is
complete disruption (of sthe hormonal balance maintaining the

Menstrual CHAOS', which is
experienced by 90% of indian women administered the. arug.
reproductive system Of women,

is just one of the ways .in which this is manifested. Neither
has the cause of this menstrual chaos been understood, nor
has an effective treatment for it been developed

_

so far.
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WHO, though a proponent of Net-Oen; admits that the safety of
the drug is yet to be established with regard. to aspects such
as: effect on lactation and progeny, cancer risk, long-term
sequelea, effects on lipid metabolism and. endometrial bleeding.
The drug has a long list of contraindications ranging from
breast feeding in the initial six months since delivery, liver
disease including jaundice, breast or cenital cancer, undiagnised

4 vaginal bleeding, to suspected pregnancy. Women suffering

services in India, the Primary Health Centres (through which

from several other conditions such as diabetes and hypertension,
need to be monitored closely. Given the present state of health

the drug will be primarily be administered) are not equipped
to screen women with these conditions, administer the injectionin a careful and safe manner and, deal with complications as

4 and when they arise, Hence, under Indian conditions, the
potential hazards of this drug do not justify its introduction
into the mass Family Planning Programme,
All the same, in their eagerness to complete the trials on
the drug, the centres chosen by the ICMR have been recruiting
women through unethical publicity campaigns. Women are being
lured by incomplete and biased information which is designed
to conceal the exnerimental nature of the excercise and are
led to believe that the drug is already tried and tested.
One of the major fears of the petitioners is that, once intro-
duced, this contraceptive has a high potential for misuse and
can recreate the Family Planning Scene of the tmergency era.
Unlike then, the unwitting victims may not even be aware
that they have become acceptors of this method of contraception
because an injection can always be administered under false.
pretexts.
The petitioners therefore contend that all further experiments
on Indian Women with this drug must be stopped and the drug be
banned for use in India.
PETITIONERS

1

Stree Shakti Sanghatana Women's organisation, HyderabadSaheli re DelhiChingari a AhmedabadDr. Shyama Narang, Dr. Kamala $ Jaya Rao, Dr. Davayani Dangoria,Dr. A.K.Vasudevan, Dr. Ramana Dhara, Ms. Vimal Balasubramaniam.RESPONDENTS :
Union of India through its Secretary, Ministry o of Health,Indian Council of Medical Research through its Director General,State of Andhra Pradesh through its Secretary, Department of Healthand Family Welfare, Drug Controller of India,
ADVOCATES,
Petition filed by Mr. Venkataramani;
Appeared before Court: Mr. M.S. Ganesh.
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BAM ON HA -ARMOUS CONTRACEPTIV'S

The injectible contreceptive once seain being pushed by fenilv
vlanning centres in urban areas like "elhi , is still not out of the
controversy fogging itm, ever since pressure from women's groups caused
clinic=l trieis to be stomped in Andhra Fredesh five vears 229,

The Supreme Court case asking for a comprehensive stay on all
such long-acting havarjous hormonal contraceptives is que to come up for
hearing in the middle of next month.

A vetition had been fileA in 1986 by women's groups comprising
the Stree Shakti Sangathane, Saheli, Chinesri and several individual
petitioners including doctors and journalists. They have now ones the
scope ef through an avplication on tre 15th of fori?Fo

additionel reliefs.

The women are asking for a stay on the introduction of not just
the injectible contraceptive but are calling for a halt on the
clinical trials and use of SIMILAR hazarious long-acting contraceptives,
specifically sub-cermal implents (novularly known as Norplant), anti-
fertility vaccines and hormone releasing vaginal rings.

Originally, the petition filed against the Ministry of Health @ Family
the "rugs Controller, and the Indian Council of Medical

Research (ICMR) had averred that the injectible contraceptive
caused irrepareble damage to the health of women, caused infertility,
and was likely to result in long-ter health effects such as gancer,
apart from having e high possihilitv of causing

Wa lfare

in chilfren exposed to these drugs in the womb.

The earliex contentior of the petitioners that the Governnent held
the life of Indian : omer in callous since without theie

consent they were being reduced to guinea pigr b Sh ICR,
FAS WOv 3™N 3CRW CIT BY The fact that torsy T is freely

to in th of "aa Jor hosnitels -né
slum clinics in "elhi and other netropolitan centres.

ar



Cver the last two decades more than 10,000 women from the Aaprived
sectors of society have been willfully subjected to dangerous levels of
these harardous contraceptive truss. Taking advantage of the ignorance
and illiteracy of women who come from urban slums and rural areas, the
ICMR has pursued its unholy goal of population control at a definite
cost to the healthof women and their progeny.

The expanded application in the Supreme Court strongly urges them

to awerd compensation to women who have suffered ill health as a

consecuence to the intake of these dangerous contraceptive. And further
more to award exemplary damages to all women forced to participate in
such clinical trials on these poorly researched contracebtives, without
their specific *informed consent".

But beyond this, the petition centres around women's fundamental
riehts to life, health and dignity, when it comes to making r=procuctive
choices.

Women have a right to be informee of such choices. It is not an idle
formality. Ths petition goes one step forwart in vressing the gzovernmnent

to fulfill its social and constitutional obligations towards women who

te

constitue fifty percent of the ponulation of this country.
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PRESS RELEASE

The Drugs Controller of India forced to Retreat

GH ageaiiint Ceo Piovera anc NET-EN contraceptive injec.
f LsA i started moving. Based on the evidence presented

the Drugs Controller of India has
tert i thy t will tere tevin action chemists found
selling Dene Provera and NET-EN without proper prescriptions.

a
te 1 tot ed Mex matin thre forto change pi
Dea Prayer a which 3h present pravides very sketchy information.

f TDA cka qe e will conform to that in the US.

He fos -1 ordered Ge t Remedies ta carry out marketing
SUP VE Llance for NET- EN.

Th he is actively considering that the sale of
Yojeckions is Limited to restricted outlets.

Whale changes ere weloome they constitute only thea tip of
ty ty LcOubersocahmoolW

Liens abuut the short and long term hazards 3 oea ociated with these
contraceplive injections. These patch work measures of the Drugs
Controller his decision of approving the marketing
of these aainjections any way.

Women bh groups, and human rights groups
1 bo Llese Injectable contraceptives are concerned with the

Jong)a t yf a tots wi Vric life threat-
eaiog arid pesearch on long term safety,

1of f effect mr children exposed in utero or
types t ni} VA * In aaurnkby Like India there 1 everythroug.

tein > 1Q r1 of these drugs. Thait also
Lena Pron tte faut that there > no anti-date for these drugs

an} t x las t fos Le thi ost thet rontraceptive



effect.

We have demanded that the Drugs Controller pass an order suspend-
ing the sales of these drugs till such time that at least the
remedial measures ordered by him are implemented.

Saheli, AIDS Awareness Group, Jagori, Purogami Mahilla Sangathan
Centre for Women's Development Studies, National Federation of
Indian Women. MARG

aeMle oe VEL
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Dt. 3rd May'1994.
PRESS RELEASE

WOMEN'S ORGANIZATIONS DEMAND WITHDRAWAL "°F CONTRACEPTIVE INJECTICNS
Ali India DemocraticWeonm's Associati:n, National Federatim of

indian Wanen, Purogami Mahila Sangathan, Jagori and Saheli gheraced
the Drugg Cimtroller of India to day, demanding that the licences
given to the cmtraceptive injections Devo-Provera and Noresterat be
withdrawne The approval of these an emtraceptives in India is
a Clear example of the havoc multinatioals can Play with the Lives and
health of the Indian people.

Depo-Provera is a product of the Unjohn Ltd. USA which is known to
be unsafe and was not approved as 4 omtraceptive in US for more than
25 yeerse This preparatio has not even undergone the necessary clinical

India which would establish its safety.rieis

Ras fifteen cars of trials in India
«

which have demstrated its hazardous nature and the tact it is
not acceptable to most Indian wanene In the court case it
the Government has failed to provide evidence of éts safety. Noresterat
is an inventim of Schering AG.

Both these injectims have been available for more than thirty
years and have been used extensively @ poor women, @ ethnic minorities,
inmates of mental asylums and other valnerable sectios in the first
wOrld and in repressive population camtrol programmes in the third world.
No where in the first world am@ these cmsidered contrat ~ ceptives of
first choice by the medical system.

In order to induce a lmg acting effect these drugs are injected
in large quantities in the body far in excess of what is needed to achieve
contraceptive effect. This results in canplete disruptim of the cyclical
processes in the women's hody. Cemmon side effects are, menstrual chacs,
ranging fron complete amenorrhow to very neavy bleeding requiring
hospitatization, mood changes and depressim, head aches, heart disease,
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ying disorders, extreme weight gain, hirsuitisn,

acne etce

The drugs pecse through breast milk and if a women eccidentally

becomes Dregnant or is precm anit she recieves the injection

she is likely to give birth to 3 w th low birth weight and a

high chance cf mortalitye the child thus >orm may have

+

congenftal malformation affecting its genitaliae

There are eagugh doubts to saggest that these drugs are

carcinogenic. Scherfng AG and Up John have left no stme unturned

to invalidate the research findings in this regarde

Women who use these emtraceptives find their fertility impaired.

In its country of origin, Noresterat is meant t@ be used anLy by

women who are unable to use ay other emtraceptkve + AL though in

with the stipklation that UP John collects more d=to m Ssateoporosis

anong Depo userse USFDA has also recognized that Depo-Provera causes

October 1992, USFOA bas approve? Depo-Provera, this specifically

birth defects.

Te marketing of thése contraceptives in India is canpletely

untenable given the lack of a mamitoring system anda the refusal

of the mediaal canmunity to be hel accountable for its deedse

The health status of Indian wanen is already low ana they do not

need additimal Hinesses induced by hazardous contraceptivese
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Women's Resource Centre

ABOVE SHOP NOS. 105.108, DEFENCE COLONY FLYOVER MARKET (SOUTH SIDE), NEW DEL8I 110 024. TEL: 4616485

9 July 1999

PRESS NOTE

Release of Report:

ENOUGH IS ENOUGH Injectable Contraceptive Net En: A Chronicle of
Health Hazards Foretoid

World Population Day, 11! July . A day that is marked by a heightening of the panic
about "population explosions". In Saheli, as part of rsa 15 year long campaign against
hazardous contraceptives and coercive, unethical population control, we take this
opportunity to encourage a reconsideration of the "over" population argument in the
light of the price people, especially women, are paying in the game of controlling
numbers.

Recent developments also point to a fresh attempt at bringing injectables into the
FWP. in the 1997 study by the United Nations Pogutation Fund (UNFPA) in collaboration
with the Govemment of India, injectables are one of the contraceptives projected as part
of the future FWP. A meeting convened in December 1998 by the Institute for Research
in Reproduction, Mumbai, an ICMR institution, recommended, amidst stiff opposition
from women's groups and health groups, the introduction of injectabies into the FWP,
albeit in Cca phased manner.

The injectable contraceptives Net En and Depo Provera have had a chequered history
from the time they were developed in the 1950s. All over the world, questions were
raised about the safety of the use of these drugs as contraceptives, since their use was
associated with many potential short-term and long-term side-effects and hazards. In

1986, Net En was registered for use in India, and Depo Provera in 199%. Both were
launched in India in 1994 for "social marketing" by private practitioners and NGOs. Since
then, the government has been attempting to introduce injectables for mass use in the
Family Welfare Programme (FWP), but vigorous opposition from womens groups,
including two court cases, has thus far stailed these moves. The cases are still pending,
and the issues raised have not yet been addressed.

The health hazards associated with use of Net en include:

e Menstrual disturbances ranging from prolonged spotting, excessive bleeding to

complete absence of bleeding

Atherosclerosis - thickening of blood vessels and cardiovascular disease

Thromboembolism development of blood clots at unexpected sites, resulting in

damage to heart, tungs and brain etc.

Osteoporosis/loss of bone density, resulting in higher incidence of fractures

weal gana frat Bex, Garr 105-108 @ wae Ser arate} dolar arafe (afer),
ag fees - 110024. GIF : 461 6485



Weight changes

e Other metabolic changes resulting in changes in sugar levels, depression, fatigue,
loss of libido etc.

Retum of fertility is not predictable( a serious limitation in a spacing method)

Cancer risk - an unresolved issue

e Adverse effects on the foetus (in case of accidental pregnancy) have not been ruled
out

«

That the public health system is in shambles is common knowledge. We have been
stressing the fact that the Family Welfare Programme is not equipped to introduce

long-acting injectables on a mass scale. Ruling out contraindications, skill while injecting,
timing of the first injection and subsequent injections, are of crucial importance. Lack of

monitoring and follow up of users, and inability to deal with medical emergencies make
the introduction of injectables even more dangerous. Lack of informed consent and
enforcement of disincentives imbue injectables, with a high potential for abuse. The
apparent "convenience" of Net En further reinforces women's powerlessness in matters
of fertility control.

The latest measures to enforce the "small family norm" in the NCT of Delhi come in the

shape of the Dethi Population Bill, which, by disincentives denying basic rights to
the citizens, seeks to reduce the population of Delhi. These draconian measures come
as a sharp contrast to the niceties mouthed by the government in intemational forums. In

the recently concluded United Nations General Assembly (30 June - 2 July) to review the

implementation of the Programme of Action of the International Conference on

Population and Development, the govemment reiterated its commitment to the guiding
principles of the Cairo Conference which uphold the dignity and nants of all citizens,
especially women.

The Saheli report jooks. at Net En and Depo Provera and why tne, are shrouded in
controversy, but focuses mainly on Net En, and the campaign against it. We analyze
how long-acting, invasive hormonal contraceptives like the injectable Net En fit into the
overall objectives of the Government of India vis a vis population control. The report also
outlines the inter-linkages between pharmaceutical companies, governments, scientific
bodies and international funding agencies to understand the impact of hazardous
contraceptives on the lives of individual women.

The financial stakes in contraceptive development are stupendous. Since those whose
population is to be "controlled" reside mainly in the Third World which is highly
populated, vast sums of money naturally accrue to any manufacturer - be it a
pharmaceutical company or the WHO - that can come up with a contraceptive that is
"acceptable" and "effective" by standards set by them, rather than the women who use
contraceptives. Thus far, the battle for achieving effectiveness has been won many
times, but not the war of finding a contraceptive that is "acceptable" to women.

If contraceptive manufacturers were like the manufacturers of refrigerators, they might
heed the advise of potential clients and meet their needs. There may be no need for
coercion and stern disincentives against childbearing. But in the matter of
contraception, the demographic sword hangs too heavy to allow room for user-
controlled contraception.
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