
Cs Sette bay

To,
Dr BN Saxena,
Addi Dir Gen.
ICMR,
Ansari Nagar,
New Delhi

14.4.99
Sub: Public Debate on Ethical Guidelines

Dear Dr Saxena,

This is with reference to the Public Debate on Ethical Guidelines for Biomedical
Research invoiving Human Subjects held on 23.3.99 at the TIC.

We would like to register our strong protest at not being invited to this meeting.
As you are well aware, we have been working on issues related to women's health and
medical ethics for about 15 years. We had also initiated a meeting with you on 18.12.97
following the controversy over the Cervical dysplasia study conducted by {CPO. During
this meeting, you had circulated Draft Guidelines which were open to public debate. We
had been assured that we would be invited to participate in a public debate before the
Draft Guidelines were finalized. In fact, in November 1998, on reading press reports of
such Public Debates held in Mumbai, we had in writing requested you to invite us to the
forthcoming Public Debate in Delhi. A telephonic conversation with your office in
December notified us that such a meeting was expected sometime after December. To
our surprise, we find that you did not see it fit to invite us to this meeting, nor inform us
of its occurrence.

We are interested to know the details of the proceedings of the Public Debate.
Please send us the minutes of the meeting. If there were any papers presented, we would
like to have copies.

We have gone through the Draft Guidelines and provisions especially pertaining
to women's health, and would like these to be given careful consideration. We will
shortly be sending our comments to the Committee in charge of the Draft Guidelines.
Kindly keep us informed about any meeting/seminar or new development concerning the
above matter.

Thanking you,

Sincerely yours,

Laxmi Murthy
(For Saheli)
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use of trial observers and others assessing the fairness of an individual case. It covers pre-trial
rights, rights and trial and during appeals and special cases including death penalty trial, cases
involving children and fair trial rights during armed conflict. Unfortunately we do not have the
resources to send a copy to each and every one of you free of charge. We are trying to organize
for copies to be made available to people in India at the reduced cost of Rs300. We will let you
know as soon as these are available.

Many of you may be aware of a decision made by the International Executive Committee
of Amnesty International last year to de-recognise the Indian Section (membership chapter) of
Amnesty International. The decision was based on the assessment that the section had not been
fulfilling the requirements and expectations of an Amnesty International section. The section was
given full opportunity to represent its case and the decision was upheld by an Independent
Membership Appeals Committee of Amnesty International in November last year. The de-
recognition is now complete. While de-recognizing the section, the International Executive
Committee also made India a high priority for its future membership development. Individuals in
India can still be members of Amnesty International through international membership. At
present, international members are serviced by our Asia-Pacific Regional Office in Hong Kong
(for details contact: Amnesty International - Asia-Pacific Regional Office, Unit D 3F, Best-O-
Best Commercial Centre, 32-36 Ferry Street, Kowloon, Hong Kong, Tel no. + 852 2385 7187,
Fax no: +852 2782 1143). Through a reorganization of our work in India we hope to develop
through close cooperation with old and new AI members, as well as other human rights and non-
governmental organizations (NGOs) and institutions.

Finally, I want to notify you of changes to the staffworking on India at the International
Secretariat once again. I am personally very pleased to tell you that following an international
recruitment, I was appointed as researcher on India at the end of December. I am looking forward
to working with many of you in this new capacity and ensuring continuity of the work of the
team addressing human rights concerns in India in consultation with people throughout the
country. Susan Batley also continues in the team and we are currently recruiting a third member
of the team.

With best wishes from myself and the team

sf Yours sincerely,

Emma Blower
South Asia Team

team e-mail: iteam@amnesty.org
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NATIONAL FAMLLYPLANNINGPROGRAMILE +

(Report of the meeting held on the 6th & 7th of Decamber 1991 by

the Indian Council of Meaical Research, at the IMR head quarters

New Delhi for whet they termed "Hoalth Aovecates®.),

PARTICIPANTS:

'Invitecss Or. Saroj Pachuzi (Ford Foundation), MS Ena Singh(UNFPA),

Dre Saramna Mathai (adoress Given as Sc. Hospital, but is

an ex USAID person; now free Jencing for enternational agencies with

explicit pro-popujation control policies), Je. Banoo Coyaji (KEM,

Hospital Pune),

(Kamia Bhasin, Mira GShive, Seremma Mavaai) Yoena Mazumdar and Gauri

Cnoushar oid not attend the mesting)

@ FEATURES OF THE IMR PRESENTATLON:

side-effects does not exist as of tadaye

Sax Pre-Sclection," Bombay.

wits presentation (this

hey,

1.
want.

t

methods of contraception is. because of the fact that the phy-

easier to intervene (interfere?) with the female physiologysN

Contdessceet/m.



2

4. Contraccptisn is necessary for the weil being of women and not

y for population stabilization. Tne primary concern is to

improve the quality of life fcr ine womens if there is a

demographic scinoff, it would oniy b - consequance of the

primary obj-ctive.
5. Women AG ocates Snoulc pres G the message widely and be

activeiy ¢sscciateo witn wn. intrcesu: ticn of the mewer contra-
ceptives.

6. Tne futurs belongs to Science and tncse who make friends with
science (Juusnarlal Nehru).

A jist cf IMR projects on "Peycho-Scial Research Programme

in FP*, "Reprocuctive Hoalth Car.," und. "Fertility Rogulating

8. Terminal methcds have not had an impact on birth rate and there=

fore more emphasis necds tc be made cn spacing methods.

Oe IONA hes conaucted trials on "nswer" IUD, Injectsbic Contrace-

: ptive, tns Triphasic pill, Subd ermal implants, menstrual

regulating agents, and the vaginal tings.

10. the newer generaticn 1UCs heve no added advantage over the
garlier IUDs in terms .of their cuntinuation rates (ng menticn.
of complicaticns).

q @ rate.
12. Tne continuaticn rate with NET-EN euring the phase IV trials

was 22.9/100 users. Discontinuaticn ous t3 pregnancy was 2.1%
and that due to menstrual abnormality wis 4.1%2. Continuation

13. The big difference between the continuation rate of NET-EN

a lack of 'mceivation! Tne pregnancizs during the Phess IV

trials were insignificant because they were terminated and

the products sf conception were nit examined.
& ?

14. Tro ICMR nds recommenced so the Drugs Controller. that NET-EN

vacuic be made available only at the urban, health centres where

comprehensive care is avilable, wnere a dcctor is present and

that nc targets for achievement shculd be fixed,

acy fe

{/

Methods® wore presented. (Since the presentaticn was rapid
and the written list was nct made available, it is not possible
tc List them cut ).

; 41. Dus to an inadequate follcw up, the IUDs are not generally
aoecepted; Gacd 'counselling can ensure a highsr continvaticn

cr NOR PLANT.rate waS less than that witn IUD

wes perhaps dus tocuring the ITI ano IV
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16.

17»

18.

19.

Pre-Proyramac Intra. stucy with NOR PLANT (2) n 1466.

women, initiateo during Jen 1986 and completed in Sept i991,
showed a discontinuation rate -f 36 to 40% at 36 months of

use. Ths metnod has ben founo £3 be safe, and the return
of fertility was mot affected aoversely on g iscontinuation.

Authough trials with NOR PLANT (2) have been completed, the

production cf NGR PLANT (2} res been ciscontinued. Since it
is no longei available a vorlo market, it cannot be

introcuced «nec tne FP P,93grarir,
55

Tns real reason for NOR PLANT wes pulied out of

ICMR by Ran2 Gang when she -ncuired if the withdrawal was not

bucaus. of aousts regarding the teratogenic anc carcinogenic
potential of? une elastomer usea in NORPLANT (2)... (in August
1987, new trials of NOR PLANT (2) ots suspended because the

manufacturer of the silicone cumponcnt used in the eore
of the contraceptive impiant afscontinued its production.
Tris was following the request mace by the Environmental
Protection Agency (US) fer -oditionas animal studies on the

2 -ethyl hexanoic acid, a byproduct of the catalyst used to
vuleanize tn "Medical Grade E1astomcr 382", tne silicone
component of VOR PLANT (2). Th. earlier studies had shown

it to be carcinogenic in rats and mice.

The USFDA however declered tnet it nid mo objections to the
&

@arrying ci of trials with NER P ANT (2). The WHO also gave
a green statca that cxposure to the amount of
2 - ethyl xanoic acid n NOP-PL NT (2) posed no toxieological
risk to man beings. Tne mer." cturer, Dow Corning Corporatig®

éonal stucies und dis: onrinuca nror finn of the elastomer).

Or BN. Sex mr of IDM howeves, t ck great pains to explain
that aisecntinuaticr Wit voc NU OLANT (2) was not because

of the carcincgnie and Coretceqewa potential of the elasto-
mer but of the 3f NOR PLANT (2) in
the market.

Still, accoroing tO Dr. 8.N. acxena, all was not lost
because ICMR & the Ministry cf & Family Welfare now

planned ta introducea NOR PLANT \6) intc the FP Programmes

This decisicn w3s baseo n the that the levenorgestrel
the chem cal compenent wes tne & mE in both the NOR PLANTS

and both had similar clinics' nd pharmacokinetic profile
and therefore it was not cific cr uneatnical toa

intrcduc- NOR PLANT (€) in enc alcce of NOR PLANT (2)
TT Dr oyramma.

w
oe

&

4

on, however cecidcd tnt it to conduct addit s
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"99, NOR PLANT (6) will be introduced int-

hospitals attached to medical in the country and ftr-

the time being willbe confined tc tnese.
0 meaical college nospitals will

In the next 5 ix

and will recru
next Six months another 50 meaical hospitals will"

be trained and tne target is that the 100 medical college

hospitals in India will recruit a total ef 20,000 womens

21. Menitoring and cyaluaticn will be carrisd out by the HRRCS

and the Menistry of Health ana Family Welfare. There 4re

also plans to involve -women health advocates. and NGOs into

this procsss.

t tv mecical college hospitals is
23, The reascn for canfining i

pecause NOR PLANT is 8 medical method (whatever that means )«

a review will be carried 2ut at the cnd cf 2 years and then

a decisi2n will be taken 35 to whsthsr it can be introduced

into the FP Programmes
F

Court ca

that has besn
tative.

Supreme LCurt ano the injeotabl contraceptive NET-EN cannot bs

ihtroduged anywhere..in tne gecuntry withcut the res cluticn of

i"

;

Contdes+.0e 93/7

the FP Programme through

t

encugh to be represen
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vaginal rings nasal spréys etc, as thy shere with NET-EN

certain similaritics and ethical concerns fcr all remained

8

the SamGe

Theref cre in view of tne pending c3Se none of theses ccntrace-

ptives can be intrcovecd inte ene FP Programme.

The presenteticn mace by the ICMR wis t-- rapid to be meaning=

ful. The studies especially that relates tc the completed

phase Il! trials, Phase Iv trials, and return cf fertility with

NOR PLANT (2) have not been made available and therefore on

the face of it, the ICMR statements cannot be accepted.

The infsmaticn presented in Phese [ir trials (interim

report) of NOR PLANT (2) {contraception
Vol 38, Noe 6, PPES9 ~

673} suggest tnat the metned is hazardcus on even shert term

use with life threatening complicati cns (cg subendccard ial

infarcticn, DeeP Vein thrombosis). These shoula be considered

nct as morbidity alone but as mortality if they occur in

areas with jnadequate medical facility. The quantum Cf

the use of NOR PLANT will add to the

woments ill health roughly Works cut tebe ton times the

maternal m-rtality rate. Given this, NOR PLANT (2) is

clinically unacceptable.

fer insrance, cut of tne gO? wee n wht were exposed tc NOR

PLANT (2) fer 24 months, 5 showed aysplasia cn cervical

women hac abnirmal cytolcgy even -n repeat examinaticn.

This is pnancaptably nign 2nd raises questicns abcut the

NOR PLANT

cussicn and rot under fincings.

tne effect NOR PLANT in the menstrual cycle is very

similar tric effect cf NET-EN -N the m nstrual cyclo« In

jarge numser af woman NOR PLANT orcduces "irregularity of
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10.

11.

12.

13.

14.

IN REPLY, ICMR STATED THAT

i.

The cuntraceptive levenurg etrel is p intc the breast

milk 2no is sbscrbec From tne gut of tne infant and cnters
the circulaticn cf tne child. wUR PLANT is thereftre unsuitable
for breast women fur tne duraticn cf breast feeding.

Ail the aginst NET-EN presented in the Supreme

Court petiticn apply tc NOR PLANT nd since NET-EN is clinically
unacceptable NOR PLANT tec is unacceptable.

From 1972 onwerds, -re than 15,000 w-men have been subjected
to several norn contraceptives s part of the clinical
trials carrico wut by the ICMR. These contr' ceptives include

NET-EN, DMPA, NOR PLANT. ICMR shculd previd- infcrmation

regardingthe current status uf of these women and

whether any adequate Frlicw up Measures nave been under-

taken tO mcnitcr their nealth.

The percentage cf woman t f-lisw up! in the NORPLANT

trials is more than 10%. This i» totally unacceptable and

indicates negligence cn the part cf tne researchers. These

women nead tc be cuntucted and the devices snould be removed

nmmediately.

What ere the trace agrcement and licsnsing agreements between

the population Council (Manufacturer of NOR PLANT) and the

ICMR

Ic is a matter cf concern wnt the pupulation L-bby has been

invited tc tnis mesting which is suppcsecly meant fcr initiating
a cislogue between the ICMR -ne tne Women health advocates."

It was n-t s -n tneir partthat the petiticners in
the NET-EN c-Sc werc ntt invitca. Ie was for seme wishy washy

reason (thu scgic cf wnich quits M&caped us) that they were

net invited.

NOR PLANT nas been in uss in Thailand for more than 20 yearsZe
and has mct snuwn any tcrat-genic effect.

The 'best! scientific mims have been invelved in the study

design ano research metnecaulcgy the studies conducted by

the IOF no therefcre tn.y nn-t be faulted.
1

Cuntd...6-7/-
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The procedure for inforsed consent was introduced ints the

programme after Dr B.N. Suxena came on the scene., This was

in 1979. Ethical committees were set up in 80-81. ICMR

is concerned about tne potential for abuse and that is why

IMR has recommended wnat no targats should be fixed for
NET-EN.

Long term surveillance is not possible because there are too

many confounding variables. Even in the US where resources is
not a constraint, it is not pessible to follow up wonen parti-
cipating in clinical trials. In Incia it is almost next to

umpossible, b oth because of financial constraint and the non-

existence of record keeping system.

Recently there have been aiscussion regarding the transfer
of technology. Population Council members have visited certain
business houses in Inaia to discuss tne possibility of setting
up manufacturing units in Incl-.
None of the women who have participated in the clinical trials
with any of the normonal contraceptive have been followed up

because this was not included in the research design. There~

fore ICMR nes no kncwleoge of where these womsn are, and

whether their hvalth h-s bean affected. Tnis includes women

who 'participated! in the trials efter 1986 (When the pctition
against NET-EN which raiscd questions was filed).

In futers, ICMR can consider tne possibility of giving
Insurance covcrage tO w-m-n who ars in the trial.

tne comp)Jirations listed in tn. purlished report of NOR

PLANT (2) is net significant becauss they are not drug rela-
ted. (When we fished cuz the product information shest on NOR

PLANT publisned by Population Courzil to snow that disturbances
of the liver furction, migraine type cf headaches, acute distur-
bance of vision, symptoms cf tnrcmbcphlebitis, thromboembolism

increase in oad pressurc have received special mention under

"neasons for .mmediate remevel", Or. Shanti Ghosh replied
that ons shcuic nct believe everything in the product infcr-
mation sheets »ccause they were written morely to escape

litigation. Sie alse gave tn. anple of aspirin which no

one will have sno courage to prescribes if they were to tread

the product' i sheet» We pointed cut that Phase lit
trial is meang studying toxic effects and that our experis-
nee has shown thet Pharmaccuticals underplay the seriousness

cf sics ef'ects because they want tneir prceduct to sell).
9
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received equal promotional
ail the metwos have mct

a 'single10. In the past, is promote
Tae now pregramr to ell theeff certs. equel weightagewhicn wiil give

package systsm!

Oral pill, injectables,cendcm, 1ua,
41 Tnis p ackage will ocntain ack place

end vaginal Tings ( A massive argument t
implents a suitable metnod

ciaphragm 8+
becsusc ICMR oid nat ©

centre study conducted in
for prometi sn because uf a Neo

ICMR also i.bility cf the diaphragm.
Ganonigram com the accepte

raily be ccnsidered safes because
felt tine t o1aphragm cannot t

and as cveryone knows pregnancy
the failure rate is nigh

is the greatest risk a woman faceS.)

ahaa with th Iprcgramme introduction! §

12. wiil pian to g>
15 eimiiar te NOR PRANT

cf NUR PLAN (@) bocause it
THe prov isiuns of tne Drugs

Tnis in ne way cantpav.nces any

& Cosmew ce Act.
together and

th Auvccates must work
13. Finally, ICR ~noe the Heal

build up trys t and initiate
In order te

must trust ctner.
IDMR plans to hold regionalther,

the p recess uf working togé
ICMR would alse jike

n 30vccates.jcvel msctings with healt ICMR can
3 4tc cail 2 meeting where

the women heath advccat: &

af vL.we
pressent tnerr point

*

WwW. coed out our
a certain recemnenoaticns.

B-Ng oftThe meeting also passe
d the sgreement of Reni

cwn set of statem. mts which hea

Vibhuti Patel»
attempt 4 olaloguenitsative tc

1. While We welcomes the TOMR fo ch thist to the manner in whi
with tnealth advcates' W?

none of the petitioners who
Farstly,

meeting has been called.
Ccurt against the introdueti cr

theS preme
nave fared ape tition +"

cr called for this meetin
cf NET = EN nes bean infor'

nt co in tnis meeting was not
Sccunoly, the material prs - tc in an

rticipants to react
circusat d un advance for pre pa

SSrve their statec
rf gnec&Ss Mer tings are to

unfcrmed meaner.
ve me atings are held regularly,

essential cnet t
purpcss, jt is ano that a br2ad

Te that IIR previces inf _tm t.0n in time,

is ensured. Further fcr such meetings
based participation RRCS ?coef investigators cf the H

te be mada meaningful,
are to be inciuced.

23 d. ee Df
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2. Since it is in tne interests -f ICMR inftrm Acvccate
abcut tneir cn= going research, we Suggest tnat all ICMR publi-
cations pertaining to contraceptive resarcn be mage avzilable
free of cost tS all cn A continuing re -
gular basis and that the ICMR library be cpennc f <r public
use.

3e We wish to place on recerd the respondents which includes
TO*R have not respenced t. the petiticn against NET-EN in the
Supreme Court.Sucn an ect neither seever the "accecst of women
nor the interests cof th- naticnal FE Drtgramnue.

é4. Based cn the existing state of knowleage regareing NET-EN and
the inability of IQMR, Drugs Ministry cf Health
and Family Welfare to refues cur cuntenzicns as exnibited by
their continuing silence of cver 2 years, there is no wasis
Far introducing NET-EN in the Naticnai FP prcgramne even cn
restricted basis,

05

@ 5. As the ICMR presentation nas made Clear, cnly Po-ce II triels
have been conducted with respect tc Norplant '8). In acccrdance
with the law of the land, i: is only, proper that Prise III
trials are conducted befcre 5 intreducticn study
is carrieo cut <n the 20,000 women wnicn puts n (6) cn
par with other approved methcds cf s.ntracspticn.

6. Ncr Plent (2) has been withorewn fren tne woric market fcllowing
doubts raised by the Envircnmental Agency cf US

regarding the pcs-ible teratcaenic enc carcinsgenic prcperti-s
of the catalyst 2 ethyl nexancic acid used in making medical
grade clastomer 362 which ficrms part cf the Norplant (2)
System. Under these Circumstances IOMR must teeKs svery effert

@ #0 locate earh and every woman wno has the implant in her and
remove the same expeditiously. Also the hsalth of all Subjects
cf this experiment (all pheses) bc msnitcred. Tnis case should
be treated as analogues to tnat of withdrawal of the Dalken
Shield.

7. It is a cause of great concern that ICMR nas no provisiansxs.
fcr folloving up women subjected tO c-entraceptive trials in
the past.

Contd. *O/-
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Taking just the case of NET-EN, Nosplent (2), Nexprant (6) she

number cf women (.xperimental subjects) is cf the crder cf

20,000. Ws gontt knuw what miseries sume cf these women

have umdergone or are suffering at present. I: is imperatave
thet all these women are followed up for 10 years ano all-jong
term adverse effscts are reperted. In furture follow-up snould

be a mandatory aspect of all studiss.

Be Barrier methca such a8 diaphragm and conaoms have net been

given adequate attention ano diaphragm have been dismisseo cn

the basis cf 1 - 2 micro studies. B-rrier methcds are free
from hazard and in order tc give women better G-ntrol over their

ee fertility, diaphragms have tt be brcught back intc the FP

@ programme.

We dissented wn cne of the ICMR's ana other advceates '

recommendaticn regarding the farming cut cf contraceptive
research to NGOs ana women's groups.

(Minutes prepareo by Sahali ano Mecico 2: cle)

23.12.315
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