To,

Dr BN Saxena,
Addi Dir Gen.
ICMR,

Ansari Nagar,
New Deihi

Sub: Public Debate on Ethical Guidelines

Dear Dr Saxena,

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

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 heaith 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 ICPO. 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)




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 Al members, as well as other human rights and non-
governmental organizations (NGOs) and institutions.

Finally, I want to notify you of changes to the staff working 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.

Yours sincerely,

—

Emma Blower
South Asia Team

team e-mail: iteam@amnesty.org




;-NATIDNAL FNW_L[*PLﬂhNLN_ PROGRAMME 3

INTRODUCTION OF THE HAZARDOUS CONTRACEPTIVE !

(Report of the meeting held on the Stb 4 7th of December 1991 by
the Indian Council of Meaical Rz search, ac the IMR head quarters
New Delhi for whet they termed "% alth Acvccates™).

PARTICIPANTS:

Inviteczs: Bes Sarug pachuri (Ford FLL“DStLOH), Ms Ena Singh(UNFPA),
Dr. Saramma Mathal kadoress glvcn as St. Scsphen's Hcspltal, but is
an @x USAID person; ncow free loﬂClnr for international agencies with
explicit pro-popuiation coqtrol pollcles), nr. B2noo Coyaji (KEN
Haospital Pune), Ms Kemla Bnasin (FAD), or t. promila David (Cenzrs for
population Concerns ), Dr. Snan+1 Ghost (aet representlng any or-
ganization), Dr. K- ushalya Dovi fGendhi Cram Instltute), Or. Ra.i*
Rang (Ssarch, Gﬂdbnlroll), Dr. Mira Shiva (VHAI), ‘De Vibhuti patel
(SNDT, Beombay), V..ena Mazumdar ’CNDa, Oeini), Ms Gauri Choudhary

(organization not‘mentioned),

(kzmla Bhasin, Mira Shiva, 3Jcremma Meon2i) Uoena Mazumdar and Gauri
Cocuchazy 0id not attend the mesting)

Uninvits g_pag;1c1pants- S<thyamala, K..pana Mchea end Loxmi Nurthy
rEPrSSBntiHQ Saheli amo Medico Frisnd Circle though unlnvit

attended ths meetim . This was possible because of tha.t}uely
information sent out by the "Forum Against Sax Dutarmlnatlon and

6sx Pre-Sclection,"™ Bombay.

We report, brisfly, the main points of I M*'s presentation (this
includes the Chairperson Dr. Banod Loy sji's pemarks), followed by

our own ‘'oub-missions', and our recommenoatlons.

SALIENT FEATURES OF THEFIGﬂR_Rﬂ£SENT_L~g_

e The meeting has been cailed bzcause we want to know what wohsn

want. »
2 An ideal contraceptive tnat is 100% off. ctive, 100% safe, and
" which has 100% return of fertility on discontinuation with no

side—effects does not exist as of today,

The reasons foOr carrying out more research on thz female
methods of contraceptlon is becausg of the fact that the phyv

~siology of male and females are gifferent (truism?) and it is
gasier toO 1ntervene (1ntcrfere°) with the femals physiology.
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Contrecoptisn is nscessary for the well bzing of women and nct
morcly for population stabilization. Thne primary concern is to
improve the quality of 1life for tne vomen; if thers is a
democgraphic spinoff, it wculd oniy b: - coOnSeguance of the
primary obj-ctive.

Womon Hoolth Rasocates snoulc :preacd the message widely and be
activeiy sscocisteo witn the intreovcsticn of the newsr contra-

ceptives.

Thc future belcongs to Scisnce and tnese who make friends with

science (Jwuzharlal Nohru).

A list of IOMR projects on "Poychc-S-:ial Rcsearch Programme

in FP", “chrgcuctive Health Czr.," <nd "Fertility Rogulating
Methods® wors presented. (Since the pressntaticn was rapid

and the written list was nct made available, it is not possible

toc list them cit ). '

Tsrminal methcds have not had an impact on birth rate and thsre=

fore more emphasis needs tc be made cn spacimg methods.,

ICMR hss conoucted trials on "npower" IUDL, Injectabic Cintrace-
ptive, the Triphasic pill, ubdermal implants, mens trual
regulating agsnts, and the vaginal rings.

The newer generaticn IUCS hsvs no added advantage cver the
warlier IUDe in terms of their cuntinuation rates (no menti
of complicaticns). '

Due to an inadequate follow up, the IUDs are nct generally
accepted; Gocd 'counsellim! can ensurs a higher continuation
rate.

Trc continuaticn rate with NET-EN curing the phase IV trials
was 22.9/100 users. Discontinuaticn oue t2 pregnancy was 2.,1%
and that due to menstrual abncrmality was 41.2%. Centinuation
rate was less than tnat witn IUD cr NOR PLANT.

Tn;‘big difference betwesn the continuationvrate‘of NET-EN
guring the Ph.cc III «no Phose IV trislis wes perhaps dus to

a lack of 'mccivatiom! ~ Ths pregnanci:zs during the Phass 1V
trizals were insignificant bzcause they ware terminated and
the products of conmception were nat cxamineq.

Tn. IMR has recommenoed :o the Drugs Contrcoller that NET=-EN
oALULC b. made available cnly at th¢ urban health centres whers

comprehensive care is avilable, wnere 3 dcector is present and
that ni. targets for achicvement shculd be fixed, .

un::----..-j/f"’ 3




Pre-Programaz Ingrec uctlcn StUuy Wlth NUR PLANT (2)

womsn, initiateo durlng Juq 1986 and - COmpletad in Sepz 1991
showed a discontinuation rate of 36 to 40% at 36 montns of
use. The metnod has bzen found ta be safe, and the return

of fertility was not afféctedpadversély on oiscontinuation.

Although trials withrN@R PLANT (2) huve been: ccmpleted the
productlon of NGR PLANT (4} na o o%scontlnued.v Since it
is no longex djallable in the o _‘fi ' : it cannot bs

introdilcee S nc o the FRP B;

Tne rcal rcascon for witndrawal of NOR PLANT wos pulled out of
ICMR by Rani Bang un;n'éné';ncuircd if the uithdtawal’has not
bacauss of couots regardlng the teratogenic anc carcanQBnic
potentlal of tne elastomer uscd in NORPLANT (2)3;@ (In August
1987, nsw trials of NOR BIAMT (2) vere GUSpend d becaUSE the
manufacturer of the silicone coumponent used in ths eore

of the contraceptive impiant dfscontinued its product10n.~

Tnls was following the request maos by the Enuxronmental
Protection Agency (US) Fer sdditional animal studies on the

2 —-ethyl hexanoic acid, a oyproduct of the catalystyused to
vulsanize th: "Medical Crsdk Elastomer 382", tne silicone
componznt of NOR PLANT (2) Thc'earller studies had shoun

it to be carcinogenic anc tere tog nic in rats and mlce.- i
The USFDA however dc clered tnct it had no ebjections to the
Barrylng G of trlals thh NOR PLANT (2). 'Tné WHDfaléd“

a green €i-rni and stacea that cxposure ts the amount Off 4 %
2 - ethyl h:xanoic acid in NOR-PLANT (2) posed no toxiaologica%!

%

risk to numan beings. Tng‘mcLufnuturer, Dow Eorning cDrporat zn

on, however oecided tn:t it was cconomics l ‘to conduct additi

onal stuciess and discontinuea production uf ‘the elastomer) é

Dr BalNe Soxomo of ICMR nowevcr t.ock great pains to explain
that oiscontinuaticn witn wnc NCG JLANT (2) was not becauSe
of the carcincgsnie and teratcgenic gOtEntlal of the elasto—
mer but beczuse of the  unavail:pi llty ot NOR PLANT (2) in
the market. : ~ :

StExll; accoraing to Dt. §5V Szxena, all waé hotﬁlosﬁz

_because IONR & the Nin.;...a.ry of Health & Family Welfare now
planned to lnterUCEO NJR SLANT {8) intc ths FP P.ogramme,

> This ﬂ“ClSlcn was ba sco"n;cn_ ook tnat the lzvcnargestrel
the chem: cal compuncnt w:s the s-me in bOth the NOR PLANTS
and both had.almllar clinicz) -nd pharm30uk1netlc p:ofile
and thercfore it was nct unscicotific or uneathical to
intrcducs NOR PLANT (F) in che.pleee of NORIPLANT (2)
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NOR PLANT (6) will be lntrudUCed 1ntu the FP P:ogramme through
hospitals attzched to medical cclleges in the country and for"'
the time bei ng will be confing ot GG tnﬁ@e. 1n the next s ix
months the staff of 17-20 meaical ccllege hospitals will

be trained in tne inserti n and removal ¢f NOR PLANT (6)

and will recruit ZOJ'wcmen sach for inmsertiscn. In the

next six months another 50 meadical ccllege hospitals Ulll

be trained and tne targetris rhat the 100 medical collsge
hospitals in india will recruit a tctal cf 20,000 womens '

Mmcnitoring and cyaluaticn will be carrisd out by the HRRCs
and the M.nistry of Hszalth ano F2 mily Welfare. There are

alsgc plans to invalve wcmcn hsalth advocates. 2nd NGOs into
this procsss.

ALL ccntr41nolcaticn5 that apply to hormonal Cbﬂtracgptivas
in general alsc appli:s to NOR PLANT (2) & (6)s 1.8¢) the

first six mcnths of lactation, women- with irregular cycles,

genitel and bresst pathology, hypsrten51cn, diz2betes etc.

The reascn for canfining it to mecical college hospitals is
wecause NOR PLANT is 8 megical method (whatever that means).
A review will be carried Jut 3t the end cf 2 years and then
a decision will be taken 25 tO whathser it can be intrcduced
into the FP Programme. ‘

A e e

R_WE_PRESENTEDR HE FOLLOWINGE

The manner in which this meeting was being held w3s unacceptable
_because (2) nznz of ths petiticners wnc have filed tne Supremse
Court case agzinst NET-EN nave _en callec and (b) the group
that has been invited is nct ;ruﬂd hscza encugh t° be represean~
tative.

in 1986, sehsli alchg with sevcrel _ther petiticners filed
..a rase agalnst NET=EN. This c=2s2 is still pending in the
Suprcmu Court a2nc ths injcectabl: u:ntraceptlv; NET-EN cannot bs

xntrodu,ed “nywheretin tncggguntry withcut the reS»lUtan of

In Dgec. »996, the scOpe of this case uas proadened £G 1nclude ‘
the introdu-tlon cf NDR PLANT (2) & (6), antlfertllity uaccine,\

CLntd'I .""5/—




vyaginal rings nasal SPreys ctc, as/they snere with NET-EN
certain similarities and etnical concerns fcr 21l remai ned

the Samee.

Theref cre in view of the pending C329€ ncne of thess centrace-

ptives can be tobrgouectingo LOE FP ProQramme.

The presentzti:n mace by the JCMR wis t-- rapid to be meaning-
Fule The studies ESpecially'that relatec tc the completed
phase 111 trials, Phase 1V trials, and return cf fertility with
NOR PLANT (2) have not been made available and therefore on

the face of it, the ICMR 'S ctatements cannot be acceated.

The infrpnaticn presented 1N Phese 111 crials (Interim
report) of NOR PLANT (Z)EUConﬁracepticn Jol 38, Nz« 6y ppehg - =
673} suggest ¢ hat the netncd is hazardcus on cven shcrt term
use with life threatening ccmplicaticns (cg subendccardial
infarcticn, DEEP vein thrombosis).  These shoula be considered

nct as morbidity alcone but as @REE?iin if they oCCUT in

apreas with jnadegquate medical facility. The quantum cf
mortality/morbidity the use af_NUR“PLANT will add tco the
women's ill health ruughly,wbrks cut totE ten times the
maternal mortality rate. Given this, NOR PLANT (2) is

clinically unacceptablee.

The ICMR h23 tried tc underplay the signific=nce of certain '
informati .0 gznerated during the Pnase 111 trials poth at -
the time cf theilr presentati;n ans in the reperting cf

phase I1I tri-is in Egpggiggppién.

For instance, i iRt e n whe were exposed to NOR
PLANT (2) for 24 minths, 5 shpwad oysplasia cn cervical
cyt2logy (Lo, pessible gerviecal Cshcer). Two Of these
women had abnormal ‘cygcicoy cuch n repEdl cxaminaticne.
This is unanceptably nign and raises questicns about the
rsal p;ssibility of carvical cancol cocuring in wouen using
NOCR pLANT -~vcn fcr as sn-rt z peri g 95 tw o years; This
jmpcrtant in?crmatibn'has howover been presenteo under dis-

cussiin and rct under fincings.

The effect <¢ NOR PLANT in the menstrual cycle is very
cimiler B2 o0 cffect oF NET-EN D the m netrual cycles in
a large humder 2f weman NOR BLANT prcduces“irregularity cf

the cycleg, incrcasec-le;d 1088, spottingy shcrtening of the’

cycle 2nd ~mencrrhoga. Inio c.uld dnoicate 2 pcesible irrevers -

cible capage toc tNe hypcths 1amus,, pituitary ovary and

snd:mstrium.

i A e AN e 2
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The contraceptive levcnufg:ﬁ%rel is pass:zo intc the breast
milk =2nd is abscrbec frim the gut ¢f tne infant and cnters
the circulaticn cf the chlld. NUR PLANT is therefcre unsuitable

for breast fesding women for tne-duraticn of breastc feeding.

All the cantenticns agz=inst NET-EN”presented“in‘the Supreme
Court petiticn apply tc NOR PLANT :nd since NET-EN is clinically
unacceptable NOR PLANT toc is unacceptable.

Fr om 1972 ocnwards, m.re than 15,000 w:omen have been subjected
to several hoarmecnal contraceptives s part of the clinical
trials carrico cut by the ICMR. Thcse cocntrceptives include
NET-EN, DMPA, NOR PLANT, ICMR shculd prcvios infcrmation
:agardfngthevéurrent status of ncalth of these women and
whether any adcquats fCllGWw up mMeaSuUress have been under-

taken tS mcnitcr their nealth.

Thc percentage of womasn ' Sost to follow up' in the NORPLANT
trials is mcre than 10%.. Tnié is tcotally unacceptable and
indicatss negligence cn thes part cf tne researchers. These
wcmen need tc be coentacted and thevdevices should be remocved

immediately.

What ere the trace agreement and licsnsing agreeménts between
the populaticn Council (Mz2nufacturer of NOR PLANT) and the '
ICMR

It is a matter cf concern thet the pupul’tlon Lzbby has been
invited tc thnis mestimg wnich is suppcscoly meant fcr 1n1tiating
a cialogue betueen the ICMR =nc the ‘Wamen realth- advocates."

REPLY, IOMR STATED THAT 3

It was n.t =s touersight' .n %tnheir partthat the petiticners in
the NET-EN c:zsz were nct invited. TIc was for some wishy washy
reason (wnc icgic of wnich quite é%caped us) tnat they were

oot inuited.

NOR PLANT nhas been in uss in Thziland for more than 20 years

and has nct snown  any terztegenic e=ffect.

The 'bzst! scientific minds have been inuvzlved in ths study
design ®no research metnhccolegy «f the studies conducted by

the-IMF =nz therefcre:tney cznn-t be faulted.

CintdeaeesT/-
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The procedure for inforaied conssnt Was introduced into the
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programms after Dr B.N. S=xena came on the scene.. This was
in 1979. Ethical committees were set up in B80-81., ICMR
is concerned about tne potential for abuss and that is why
IOR has recommended tnat no targets should be fixed for
NET-EN.

ftong term surveillancse is not possible because there are too :
many confounding variables. Even in.the US wnara resources is
not a constraint, it is not pcssible to follou up wamen parti-
cipating in clinical trials. 1In Incia it is almost nsxt to
impossible, b oth because of financial constraint and the non-
existence of record kezsping system. |

Rzcently there have been discussion regarding the transfer
of technology. Population Council members have visited certain
business houses in Inaia to discuss the possibillty of setting

up manufacturing units in Indic,

None of the womzn who have participated in the cllnical trials
vith any of the hormonal contraceptive have beasn followed up
because this was not included in the research design. There-
fors IOMR nos no knculedge of where these woman 8re, and
whether their hgalth h:s besn affected. Tnis includes women
who 'participated' in the trials after 1986 (Whz=n the pztition
against NET-EN wvhich raiscd tncse quc8t10n8~was filed),

In fusurc, ICMR can consider toe pcssibilityfdf giving

Insurance coverage o w-miN who are in the trial.

fhe compliratinns listed in the pui:iishad report of NOR

PLANT (2) is nct significant becauss thezy 3re not drug rela-
ted. (Wnen wec fished cut the prcduct information shest on NOR
PLANT publisned by PDDUlatl n Ccuncil to show that disturbances
of the liver function, migreine typ[ of headache, acute distur-
bance of visicn, symptoms cf CﬂrtﬂbaDhlebitiS thromboembolism -
incraése in blood pressures nnue FbC;lddd prClal mention under
"Reascns for immediate remc uel . Drey Shant1 Ghosh replied

that ons shculc nct bnlieuu ave“ytnlng in the product infcr-
matiocn sheets peccause they vere wrlttan marely to escaps
11tlgat1cn. $he alsg gdvu the xaﬂple of aspirln uhich no.
~ one will have whe 00urage LG prescribe ip they were: to read

- the product 1n'ﬁimatlon sheet. We polnted cut that Phasa 111

-~ trial: is megang ﬁLr studying tuxic effesets and that our EXPBr s-

nce has shovn ch t Pharmaccuticals underplay the sericusnss

of sids ;f’ects bcCaUSc they want tneir prcduct to sell).
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in the p3ast, all the mftuLCS pave NctT received equal prcmctional
efforts. fn. Ngw programut 'nUl“Qed is tC prcmotzs 8 1single
package sysce®' whicn will g ive cqual wsightage ‘tg 8ll the

metnods.

Tnis package will c.nta“n cendem, IUD, al pill, injectables,

’implancs =nd vaginal sinci (A mas ssive srgument t2ck plece

beoausz ICMR oid not c&nsiccr o japhragm 3¢ 3 suitable metnod

for promctisn because of & ‘Tne-CeNtIa Study canducted in
Gandnigram wn the SCCSPtabillty of the dlapnragm. ICMR élso
felt tnetl 01aphragm cannot rzally be ccnsidered safe bgcause
the failure rate is high and 2s veryons kncws pregnancy

js the greatGSt risk a woman faces.)

: ICNR will plan tc g2 ancac ‘yitn th: 'prcgramme introdbctich‘ i

cf NOR PLANT (8) bocause it is similar tO NOR PAANT (2).

Tnis in BoC vay congrav:nes any i The prov151cns of the Drugs

. & Ccsmed Cc& ACL.

Finally, IOMR -nd the H.alth RuuCC3tES must work. toguther-énd
r,ﬁrmust trust saoh ctner. -In order to build up truet and inltzate“

the prcocess uf working EngthBr, 1MR pla ns to hold regional

jsvsl meetings with hsalth. Jevucatus.: ICMR would also 1ika

the women hsalth advccat»’~*: cz1]l 2 meeting where ICMR can

pressent tneir pGlﬂt'Jf vicw.

*&***&a%*'

The mecting alsc passed certain. rectﬂmcnoaticns.:-wu rced out our
oW n set of statements which nﬂd ‘the _grfcnsnt of Roni Be=ng =na

Uibhuti Patel.,

- Mhile We wclcome: the IUﬂR‘ ipitdiative t< attempt a olalogus

uith thealth aducates' wi cbjcoct to the mannsr in which this
ceting has been called iFirstly, A8 of ths’ pqtitioners who
nave filed apgtitiujln theSopreme _Cwurt against ths jntrodugtios

cf NET —EN nos besn 1nfurn;_ cr called f or’ this meetim,
Socenoly, the naterial prv_;n zc in tnis meeting was noct
circuiatsd 1in advance for L0E participants to react tc in an
infcrmed menner. Tf tRess meetings arc to s:rve their stateo

purpcss, it i gssential that tr.SE tlngs ‘are held regularly,
that IMR prcvices inf -rme gioniin tlmg, 2o tnat a broad

- kbasad partlolpatlcn js egnsursd .« Furtner fcr such. meetings
¢ bg madse Me anxngful,rthe.chiaf inueetlgators cf the HRRCS

. 'are to DE ifcludede = ¥
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Since it is in the interests -f ICMR tc¢ infcrm 'hzzaith Agvccate

abcut their cn-éoing research, we suggest that all ICMR publi-
caticns pertaining to contraceptive rcs:arch be made avzilabls
free of cost to all healtn 2cwvocatss con a‘continuing re -

gular basis and that the ICMR library be cpenrd f ¢r public

use.

We wish to place on reccrd trnzt the respondents winich includes
I"R have not respcnoed to the petiticn agairst NET-EN in the
Supreme Court.3ucn an sct neither sepves the Snwerest: of wcmen
nor the intsrests of th: paticna)l FF programic.

Based cn the existing siate of knowlecoge regarcing NET-EN and
the inability cf ICMR, Drugs C.ntrcller, Ministry cf Health
and Family W.lfarse tc refuts cur contencicns as exnibited by
their continuimg silsnce of cver 2 years, therc is no pasis
for introducing NET-EN in the Naticnal FP prcgramme even cn

restricted basis,

A& ths ICMR presentation nas made cl-ar, cnly Pa:zse II trizls
have been conducted with respact tc Nerplznt /5). In acccrdance
vith the law of the 1land, it is only pruper that jhase III
trials are conducted befcre a prcgr;nne_intrtgucci;n Etudy

is carrieo cut ¢n the 20,000 women wnicn outs nzrolat (6) cn
par with other approved methcds of c.ntracspticn,

Ner Plant (2) has been witharewn fr.mn the werid merket fcllowing
doubts raised by the Envircnmental Prtizetion Agenc} cf US
regarding the pcs=ible teratcgenic znc c;rpin;genié prcpertics
of the catalyst 2 ethyl nexancic acid usad in making\mzdical
grade slastomer 302 which fliorms part of the Norplant (2)
system. Under these circumstances ICMR must wukc zvery effcrt
4o luerate earh and euvsry woman who has the implant in her and
remove the same expediticusly. Also the health of all subjects
cf this experiment (all pheses) bz m:onitcred. Tnis case should
be treated as analogus to tnat of withdragal cf the Dalkcn
Shield, | | | |

It is a cause of great concern that ICMR nas nc provisionsie

fcr folloving up women subjected to c-ntraceptive trials in
the past.

Cintdevee..10/=
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Taking just the cese of NET-EN, Nozplent (2), Nerpiant (6) the
number cf women (ixperimental SUbbetS) is ¢f the crder cf
2¢,000. - Wo gon!t knw what ‘miseriss scme of these women
have undergone or are suffering at present. 1z is 1mperac}ve
that 211 these vunen 3re fcllowed up for 10 years ano 21}l 1ong
term adverse effscts are repcrted. In furture follow-up should
bs a mandatcry aspect of 211 studiss.

Barrier methcd such 3s diaphragm and condoms UEVE nct been

given adequate attention ano diaphragm have been dismisseo cn
the basis of 1 - 2 micro studies. B-rrier methcds are free

frcm hazard and in crder tc give womsn better c-ntrcl over thelr
fertility, diaphragms have tt be brcught back intc the FP
programme. '

We disssnted on cne of the ICMR's and ouher 'thealth advccates'!
recommendaticn regarding the farming cut cf contraceptive
research to NGOs and women's groups.

‘(Minutes preparec by Sahali ano Mecico fri-ad :ircle)j

23.12.91.
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