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For the first time in India, the attempts ef the Health Ministry
and the ICMR, to push a hazardous contracéptive for women, has
been challenged, through a writ petition filed in the 3upreme
Court on the 7th., of April 1986.

.The Court teday, (lst. May 1986) issued notice to the respondents
to show cause as te why the petition should not be admitted '
ind 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 Contrecller of India was alse

impleaded as a respeondent. The notice is returnable on July
.15th. 1986,

The contraceptive in question is Norethisterone Oenanthate

(Het-Oen)}, an injectable form of the female hermone, progesterone,
‘similar to the controversial drug Depo-Provera. Proeduced by
.3chering, a West German firm, it was first marketed in Peru
in 1967. 1In 1971, it was withdrawn, as rats tested with this
. drug developed pituitary and breast nodules, <Thereafter, it
was put back on the market and is now keing propagated as the
ideal contraceptive for third world women.

™
The IMR is currently engaged in the last stage of trials and
 the_gevernment plans to introduce it into the mass Family Planning
pr ogramme in a bilg way. PFar from sharing the optimism of the
government and the ICMR, the petitioners contend that ther are
several reasens for grave concerne.

The drueg is a definite hazard toc women's health and a potential -
hazard to thelr progeny. The high dose of Net-Oen which is

to e infected every two months, causes a complete disruption

of thes hormonal balance maintaining the repr eductive system

of wonen. Menstrual CHAOS, which is experienced by 950% of
Indian women adminig¥ered the (drug, i3 just one of the ways

in which this is manifested. i#either hus the cause ©of this
‘menstrual chaos been understood, nor has an effective treatment

/




WHO, x4xaayR though a proponent of Het-Oen, admits that the

safety of the drug is yet to be established With regard to asp ects
such as: effect en lactation and progeny, Ccé.cer risk, long-

term seqielea, effocts on lipid metabolism endometrial

bleeding.

The drug has a long list of contraindications ranging frem
breast feeding in the initial 6 moaths since delivery, liver
disease including jaundice, breast or genitsl cancer, undiagnosed
vaginal bleeding, to suspected pregnancy. Women suffering frem
saveral other conditions such as dlabetes and hypertension,

needa to be monitored closely. Given the present state of health
in Indi:,the Primary Health Centres (through which the drug

will e prémar ily be adninistefed) arce not ejuipped te screen
women with these conditions, administer the injection in a
cirofil and séfe mannar and leal with complica tions as and

wWihien they arlise. Hence, uno-r Intian conditions , the potential§
hazards of this drug do not justily its {ntroiuction inte the

mass Family Plannipag programne.

A1l the same, in their eagerness to complete the trials on

the dnig, the centres chasel Uy MR have been recruiting

women through unethical pub i, unpalgns. Women are beiny

lured by incomplete and bius.cd infomation which is designed

to conceal the experimental nature of the exercise and are led .
to believe that the drug is alreciy tried and tested.

One of the major fears of the petitioners is that, once
introduced, this contraceptive has a high potential fer misuse
and qu recreate the Pamily Planning scene of the Emergency era.
Unlike then, the unwitting victims may neot even be aware that
they have become acceptors of this method of contraception

because an injection can always be administered under false

pretexts,

The petiticners therefore, contend that all further experiments
wo men with this drug must be stopped and the drug be banned
for use in India.
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RESS 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 wriﬁrr 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

be admitted ‘and stay order granted on further trials of
contraceptive. In addition to the Health Ministry, the
ICMR, ‘d4nd the State of Andhra Pradesh, the Drug Controller
of Indin was @also impleaded as a respondent. The notice is
returnable_oﬁ Juday 15, 1986,

The contraceptlve 1n quegtlon s Noretnlsterone— Oenanthate
(Net- Oen),'an injectbble form of the female hormone, proges-
terone, similar to the controversial drug Depo-Provera,
Produced by Sehering, a West German firm it was first
marketed in Peru in 1967. 'In 1971, it was withdrawn as rats
tested with this drug developed pituitary and breast nodules.
Thereafter, it was put back on the market and is now beirg*
propagated as the ideal contraceptive for third world women.
The ICMR is currently engaged in the last stage of trigls and
the government plans to introduce it into the mass Family
Planning'Programme inva ol g way.e Far from sharing the
optimism of the government and the ICMR, the petltlgners

contend that there are several reasons for grave concern,

The drug is a definite hazard to women's health and a
potential hazard to their progeny. The hich dose of

Net-oen which is to be injected every two months, causes a
complete dlsruptlon of ‘the hormonal balance maintaining the
reproductive system of women. Menstrual CHAOS,VWththS
experienced by,9Q% of‘;nolan women admlnlstered_théféfugu

is just one of the waygiih which this is manifesﬁédﬁé 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, thoudh a proponent of Net-Oemy 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 bl eeding.

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 genital cancer, undiagnised
vaginal bleeding, to suspected pregnancy. Women suffering

from several other conditions such as‘diabetés and hypertension,
need to be monitored closely. Glven the presedt state of health
services in Tndia, the Primary Health Centres (through which

the drug will be primarily be administered) are not eguipped

to screen women with these conditions, administer the injection
in a careful and safe manner and deal with compiications as

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 recrulting
women throuch unethical publicity campaigns. Women are being
lured by incomplete and biased information which is designed
to conceal the experimental nature of the excercise and are
lea 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 Emergency 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
bn Indian Women with this drug must be stopped and the drug be

banned for use in India.
PETITIONERS

Stree Shakti Sanchatana Women's organisation, ‘Hyderabad
i

Saheli byl Delhi

Chingari g 1 s Ahmedabad

Dr. Shyama Narang, Dr. Kamala S.Jaya Rao, Dr. Davayani Dangoria,
Dr. A.K,Vasudevan, Dr. Ramana Dhara, Ms. Vimal Balasubramaniam,
RESPONDENTS : : T :

Union of India through its Secretary, Ministry of Health.

Indian Council of Medical Research through its Director General,
State of Andhra Pradesh through its Secretary, Department of Health
and Family Welfare, Drug Controller of India, -

ADVOCATES
Petition filed by Mr. Venkataramani;
Appeared before Court: Mr. M.S, Ganesh.
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PRESS RELEASE

The Drugs Controller of India forced to Retreat

ancl NET-EN contraceptive 1njec

] E

ssed on the evidence presented
Drugs Controller

rnoaction

and NET-EN without proper

Lasaert for

t!&’:.
very sketchy information.

o bthat an the S,

Remedies

out a post marketing

wetively considering that the sale of

- |

Eimadteasto festricted cutlets,

vhanges are welcome they constaititte only the tip of
g, Women's organizations have raised a number of gques -
tions about the shart and long term hazards associated with these
contraceptbive injections. The sateh work measures of the Drugs
Controller do not justify his decision of approving the marketing
of these injections in

any way .

Womern ' s organizations,

health groups, and human rights groups

able contraceptives are concerned with the

reactions which include many life threat:

inadequate research on long term safety,
r on children expc didncdtero —or
a Co like India there is every
misuse of these drugs. Theitr concern also

From the fact that there no anti-dote for these driugs

their contraceptive




effe
We have demanded that the Drugs Controller pass an order suspend-

ing the sales of ese 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 (X1

Indian Women, MARG. Q’v\ \/\W -To VN \J:JQ\V[ en S QRQ‘*Q ARHE
;’(/m Ha A«C—%’L W Corgona
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Dte 3rd May'1994.

PRESS RELEASE

WOMEN‘S ORGANIZATIONS DEMAND WITHDRAWRL CF CONTRACEPTIVE INJECTICNS

All India DemocraticWeomen's Associati 11, National Federation of

Indian Wamen, Purogami Mahila Sangathan,; Jagori and Saheli gheraced
the Drugg Céntroller of India to day, demanding that
given to the contraceptive injections Devo-Provera and Noresterat be wishar
withdrawmn. The approval of these injecn%ble contraceptives in India is
a clear example of the havoc multinaticials can Play with the lives
health of the Indian people,

Depo-Provera is a product of the U>john Ltd. USA which is known to
be unsafe and was not approved as a ccutraceptive in US for more than
25 axr Preparation has not even undergone the necessary clinical

iia which would

undaragcne
which hav ennstrated its hazardous nature
not acceptable to most Indian wamen. In the court case agzinst it
the Govemment has failed to Frovide evidence of é&ts safetv. Noresterat

is an invention of Schering AG.

Both these injections have been available for more than thirty
Yyears and have been used extensively on poor women, o ethnic minorities,
inmates of mental asylums and other valnerable sections in the first
world and in repressive population control programmes in the third worid.
No where in the first world amé these casidered contra; — ceptives of
first choice by the medical systeme

In order to induce a long 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 camplete disruption of the cyclical

pProcesses in the women's body. Ccmmon side eff

ec
ranging from complete amenorrhoe o very neavy ble

vy
o

hospitalization, mocd
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cl ‘3‘*-}'1*’19 disorders, hypertensian, extreme weight gain,

acne etce.

%

The drugs pecss through breast milk and

becomes DPregnant or is pregnant whiEn She Tre
she is likely to give birth to a y with low birth
the child th

genitalize

There are eacugh doubts to suggest that
carcinogenice. Scherfng AG and Up John have left no
to invalidate the research findings in this regarde

Women who use these cantraceptives £ind their fertility impairede.

In its country of origin, Noresterat is meant t®& be used anly by
women wno are unable to use any other contraceptive. Although in
Ootcoer 1992, USFoA has ADDrOve:sd Depo-Provera, this is specifically
;ith the stipilation that UP John collects moOre daztc a0 Gateoporesis
among Depo userse USFDA has also recognized that Depc-Provera causes

birth defectse

The marieting of thése contraceptives in India is completely
untenable given the lack of a monitoring system and the refusal
of the medieal ccmmunity to
The health status of Indian

need additional ¥llnesses induced by haza
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Women's Resource Centre
ABOVE SHOP NOS. 105-108, DEFENCE COLONY FLYOVER MARKET (SOUTH SIDE), NEW DELH! 110 024. TEL: 4616485

9 July 1999
PRESS NOTE

Release of Report:

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

World Population Day, 11th July . A day that is marked by a heightening of the panic
about “population explosions”. In Saheli, as part of a 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 Poputation Fund (UNFPA) in collaboration
with the Government of Ird|a, injectables are one of the contraceptives projected as part
of the future FWP. A meeting convened in December 1988 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 injectables into the FWP,
albeit in a 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 1993 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 women’'s groups,
including two court cases, has thus far stailed these moves. The cases are still perding,
and the issues raised have not yet been addressed.

The health hazards associated with use of Net en include:

¢ 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, lungs and brain etc.

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

WA A Rk A=R, TPE 105108 B IR, B AN wWorw A (@),
7¢ Rl - 110024, B : 461 6485




Weight changes

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

Return of fertility is not predictable( a serious limitation in a spacing method)
Cancer risk — an unresolved iséue

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 Delhi Population Bill, which, by disincentives denying basic rights to
the citizens, seeks to reduce the population of Delhi. These draconian medsures 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 rights of all citizens,
especially women. -

The Saheli report looks at Net En and Depo Provera and why they are shrouded in
controversy, but focuses mainly on et En, and the campaign agamst 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 conirol. The report also
outlines the inter-linkages between pharmaceutical companies, govemments, scientific
bodies and intermational 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 stemn 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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