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HORIVIBNAL PREGNANCY TESTS:
A possible association with cong

talabnormaiities

COMMITTEE ON SAFETY OF MEDICINES

A number of studies have shown 2 possible association between taking mixtures of an oestrogen and 4 progesiogen as 3
means of disgnasing pregnancy and an incressed incidence of congenital abnormalities.

The Committee on Safety of Medicines wish to draw attention to these studies and 1o the preliminary results of their
pam case-controf study, The early results suggest that a refatively greater proportion of mathers al abnarmal babies had
bezn tested in this way . A letter describing thase preliminary results was published in the British Medicel Journal on April 26
1975, [Greenberg, ot al, §i, 191), The Committee will present their further conclusions later in the year, when their study is

completed.

On the present evidence, the Committee believe that it is possible that the use of these prepgarations tor the diagnosis af
pregrancy could on occasion lead to abnormalities in the foetus. There are other means of diagnosing pregnancy which do
not require the administration af harmones, and the Commitee consider that in view of this possible hazasd this methed
should not now normally De wsed,

the data began 1o accumulate it was feit advisable to inform the companias knewn o be concernad and it was
gscertzined either that they had ceased to promote the products for this use, or that the product had been removed from
the marker. With this further evidence of this possible hazard, the Committze have advised the Hezlth Departments that
messures should Ba taken 10 ensure that this indication is not included in licences for such products and to require the

irsertion in all promotional literature of 3 warning about this possible hazard in pregnancy.

B far 25 s known the hurmom'pmpluhnn: which have been, at some time, used or recommendead for this purpose are”

Amenorong Maorlestrin Paralut
Amenorone Forte Noriutin A Pregornot
Disecron Morane Primodos
Menstrogen Orasecron Sscrodyl

Some of thess products are no longer on the market, whilst others will continue to be marketed far the treatmant of a

variety of conditions in women who are not pregnant.
¥

Committee on Safety of Medicines,
Finsbury Squara House,
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Dear Karl Murphy,

Re: Norethisterone our ref: ICF. 09/0672
Thank you for your recent enguiry to the Medicines and Healtheare products Regulatory Agency (MHRA),
According to our licensing records, products containing the active substance norethisterone were contraindicated

{not recommended for use) in pregnant women at least as far back as the early 1970's. The medicines licensing
began in 1971 so we would not have any information on the status of norethisterone before this time.

Yours sincerely

Information Centre
MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY

LONDON SW8 5NQ

Telephane +44 20 - T0B4 2000
Facximile +44 20 - T084 2353
Home Page

Please address all E-mail correspondence to:  info@mhra.gsi.gov.uk

This emall and any files transmitted with it are confidential. If you are not the intended recipient, any reading, printing, storage,
disclosure, copying or any other action taken in respect of this email is prohibiied and may be unlawful.

if you are not the intendad recipient, please notify the sender immediately by using the reply function and then permanently
delete what you have recaived Incoming and outgoing emall messages are routinely monitored for compliance with the
Deapartmant of Healths policy on the use of slectronic communications.

For more Information on the Department of Healths amail policy, click
hitp:/iwww.dh.gov.uk/DHTemsAndConditions/fs/en?CONTENT_ID=41108458chk=x1C32w
The original of this email was scanned for viruses by the Government Secure Intranet virus scanning

service supplied by Cable&Wireless in partnership with Messagelabs. (CCTM Certificate Number
2007/11/0032.) On leaving the GSi this email was cerlified virus
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(LUCUS 1) Low Lost Standard 1 herapeutics

| EP Drug

' =igh-riose estrogen-progesterong {‘-PJ combingtion drigs contam the same female sex hormones as the

combingd orai contraceptive pill but at a higher level, These drugs wers used in 19508 a5 a treatment for
missed periods since they were thought to start menstruation in women whosa pericds were delayed and
who were not pregnant. A woman whose periods did not start after taking EP drugs was presumed to be
! pregnant, and hence EF drugs were used for pregnancy testing. But because the drug could apparently

| bring on menstruation, EP drugs were misused to induce abortion, Although no pharmaceutical company

| has ever ciaimed that these drugs will induce abortion. there was evidence in India that they were

] preanancy”. :
| affective from 31 December 1882, and its sale from 30 June 1882, The ban was severely criticisad because

rnhiml fiIe /C: ";Users‘\Kari Murph}fmucuments‘ncp drugs 3 mht

| prescribad by doctors for this purpose and were also sold over the counter About 20 years later research

uncovered avidence that the EP drugs were unreliable as preanancy tests and ineffective as treatment for

missed perinds. In fact evidence shawed that the drugs ware associated with birth defects. Those women
who used this drug for pregnancy testing and continued with their pregnancy exposed their unbarn babies
ta the possibility of birth defactz, Those women whao took the drug o induce abortion but did not abort, also
ran the same risk, Many countries began to withdraw this drug since 1870, In India the drug was used for a
i variety of disorders and by 1982, an estimated 180,000 were us.ng the drug sach year. The Indian health
i and consumer groups launched a campaign for the withdrawal of this drug and as a result 8 warning was

rage 2ot 2

|'

iaﬁded in the Elrug iformation insert," Not to be used for pregnancy test and suspected cases of |
i |

In June 1982, the Drug Controiler of India banned the manufacture of all EF farmulations

=
hiough it was considerad hazardous enough to be banned, vet it was allowed to be soid for ancther six

f
| t

i months simply sc the stocks would finish. However two pharmaceutical companies Unichem and Nicholas
| " 1

|

q

[1%]
contested the ban. Infar. the Indian subsidiary of the Dutch pharmaceutical company, Organon, which is not

: allowed o manufacture and sell the product in its home country. filed a petition a2gainst the ban. Their |
srgumenis covered various aspects of the ban: the legalities. drug misuse, hazards and medical details. As

a result in January 1983, a stay order against the ban and a two-vsar extension of the product license was

stalled by the stay arder. This meant that till the case came up for trial, the hazardous drugs could be
manufactured and soid in the country. Appailed by this decision, various health snd consumer
arganisalions continuad the campaign {see Case study of "A Successful Campaign” in Chapler 5) and after
five years of relentiess struggle, they succeeded when in 1288, the Indian government banned the
manufacture and sale of high-dose combination of EP "containing per tablet estrogen content of more than

50 micrograms and of progesterone content of more than 30 milligrams”. This judgment is particulary
waicome when safsr alternatives and non-drug methods for pregnancy testing are available in the country.

granted by the Calcutta and Bombay High Courts on legal technicaliies. The ban was thus effectively |

{
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referred S0 @ O MAD COTUMIGTION wHow
report has not teen the hight of day wet )

The prinse technigue adopied by the
Tamil Nadn gover ument W harass the 5
riviets and of lice-bearers of TSGOTA
1o trangifer them from where ihey are a:
tive. [ring the bepnming of the Zwrrens
scadomis sesston, the government has
tanslered 252 teachers, maost of whom
wefr scriviis of office.bearen of
TNGCTAL In Madras ity alonas, thirty-
five ieacher activies, inchuding three sonal
office-bearers, have been tramvfened.

T case of Vasamtbe Devi, profeseos of
history at the Govermmest Aty College
for Wernmen, Dindigul, & @ graptic ces of
how the gowvernmenl wses 8 power 10
tramsfer tenchary as an insrumest of vie
imivation. Vaaamthi Devi, the oont
secretary of TNOGCTA, furawecd a5 the
comvenor of JACTTEA tp Dindigal dur
ing the 1983 agliation and courted arres,
As a price for active in the
agiention she was ramilersed licm
Denddigui te Kumbaionam, Ue a st poit
tiom fed by her. the Madkas High Count
devieed that the tamsfer was maka-fide.
Hossever, the goverzment cefused to -
plemnent the judgmoeat and The bark oo
once agmin el ar merim onder W0
allorw her to pejuiin beer prrs on e gl
college. The governmen: appealiod o &
divivion bengh of the Hiph Cowrl and
sbnerpcot by 10 the Suprome oot o gt
the judpment rowersed, bul i vam. The
paini 1o be wnderkncd i that the Taol
Mady governmen can po all the way o
the Supeeme Crurl to hamss o singlc
temcher.

The gOSErmMeEnt usen oy i
methods as well 1o break thie leacherns'
movement: (a) The bincklegs ane given an-
taln exira benefits o teachens whe pa-
Oelpatr in agitations. Fior inuacce, the
gowetnmneni granted cheven etz days of
earned leave to (he teachiers who seporied
to duty during (he JACTTEA agmatan,
) The powernmeat hay promuicd o
lovalivy” asnciation samed 1he Tamil
Madu Convernment Collepiate Trachers
Wellare Assncintion to npenk the teachers’
mosement. Though 1he association bay
hardly rwo hondrod members 2nd o on
mecognised, the poerrmment holkds sl
with it and refuses o meet the teprmwts
tatives of U reaognised oichers asocis-
thoes. higving & menbership of over 12,000
teachers. () Section 41 of the Ciry Pedice
Aot is poennally kept mn forne i Madva
¢ity o prevent the teachers ood othe
labouring clawses from sunducting dny
peacelad d stratin or b srike

It i mot only the Tarmsl Nado grvere
ment which imtmndates the teackers, bt
the privale collegs managements aiso, We
shal! e vew caves 13 Mugteate this. Fizig,
Gugananda Swamiji, the seermay and
cormypondent of Viwkinands Colloge

l4ha

ﬂ:fuﬂmofﬂtmmm

rear Madurai, ked 5 pand of tweniy laths-
wielding goondzs and st thew on the
siriking temchers, injuring two of them
Szcondly, the management of the Sie
Theagara Uolloge in Madres ks siready
sowed ghow-cEuse npotce 1o 41 snkiog
tenchesy sevhing explanazion why they
shoukd oot be suspended. The manage
meil e oiated fwo of the adive
memben of ke igsthen’ mivenient—
¥ | ogzaathan, profesor of ecomomic
and former president of the ALUT, and
K Halakrivknan, professor of Tamil who
happemy 0 e the brother of DMK
gemcral seorctary K Asbazhages—and
charged hem i shos fsga nolice with
chstrucling  students  from  artending
claseet,

Dot 1 Abrtaimpiiert 0F tutsmmudiatsion
By bl tee guoermmet and ihe pitvaae
cullepe nunagemesits. the on-going
teiechior” agisition has expanded s active
supeom Fuwse. Sigoificanth, st of the
e roirEnts fa the Emerement v (e=m
monoriy-TEn peivate collopes which an
azly oo well known (20 msmsing ther
oIy ataioe it v betbmise the dissmiting
teachery

Almos all o teachers al Lovada Cal-
heme . Madoas, whose Josar: manigomen:
les o boawy Bistory oF suppoessing rathibess

bape bowa =

+ Show full citati

Iy any divent from teaches L bave joined
the stxike Al a week of the surike, the
mrinvipal of ihe college convened a suaff
werting and sibed the leachers 1o fepon
back bor duty. Rot the teschens refused.
Sumilar s the cave with Seella Maris
Collepe n Madras. Twentylive women
teachers of Stella Maris College, which Is
& Komes Cstholc mstiotivs with the
managerment having § fvm onatrol over
fhe sall, have joined the preseny sirike.
The Seetla Marls College is known for its
aon participation in the teachen” move:
menl in the pasl. Eighiveight fcacheny of
St Joseph's College. Tuwchi, which n
againn @ minodily pntitation heving oaly
rwentytwo AT members, have joized the
sirike. Jeyuit Fatherns of the college led ithe
procosmon of wachers im Toruchi lwn
These seacher s have foived the agiation
a1 the risk of evimme consnuanos.

“The spirt: of the sriking ieachess Sl
he gaveed from the Negrs Smcitesl wimng
with gosto during » bunger srike oo Fae
of the Dwectonme of Collcgure Ecucanpn
Py the worven teachess from Scelia Masis
Conllege whis have jiined the sirihe for the
LEL S

W ahall vveramme, we shall overoune

Necp = my bewrt, | do brieve

Wi shali overcome some lay

EP Drugs Inquiry: Why Is

Industry Upset?

Arun Hal

Eor the First time the drug indusiry has had to defend one of i
products ar a public inquiry, It perceives the inquiry a4 a rrend
which threatens its hitherto unchalicnged hold over the consumers
as well ar the medical prolession. This ix why it has used every

possible

ctic—deced!, falsehood, and even the threat of

vinlenceL-tor obatruct the public hearings and oppose the ban. The
Bombay hearing provided ample evidence of all this.

THE mgh dosc P Srags camepeign and
the puidlee anguebry ardersd Py the Suprems
Cow mnk @ watershed in the rational
drug therapy mOveIAcst in Sione than oo
sevrve. The prob e mguey was the owiconse
wf Hhe vinlained efTogis by the conumsr
achivists and women's groups ver a
pesiod of mome than twa years, Thin in-
quiry wis an coducanon i sl & very
wilal and imporianl Goe, i e ANVEHS.
it rovesbnd the nberen: sirengibs aed
weaknerswes of the rsibonal dvoy theragy
campaipns. A retfospecive of the gvenis
compeoied with the inguiry roveal somc
fasananng axpeer of (he mter-srisriondup
betworn (he mduRtry, givernmend aid e
drug marivisis,

High dese EI* drugs wem banned by the
Drap Contralier of India (DU m 1963

Feompsmii mand Political Week iy

mhtml:file:/C:\Users'\Karl Murphy'\Documents'ep drugs 2.mht

m s rave daplay of cathomality, corrage
urd clarity, Hiwever the 1] had, ap-
parently, underestimated the diabalical

far move in Uhe long-lesm stralegy @0
frustrate the DO efforts olmaincd stay
orders a1 various kigh rours scmoss the
country. Thes njunctions - remmined
operarive die (o the uniaibomsble in
activicy of the DCTs office. The com:
panles merrily wenl on pioducing ihe
diug. Ultimately, i was left to the con-
sty aciiviils bo take the initatie and

muwe b0 The Supreme Cnurl. The arder of
Suprerme Court dicecting the U1 1o hobd
» puibslic ingguiry in order (0 dechie whethes
F P drags chouled be hannod has bared the

pmvvnary axpea of the mdustty 10 the

Aagusz 29, 197
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EP Drugs Public Inquiry
Landmark Exvent Turned into a Charade

Pacima Prakach

In the firs: jindicial order of jis kind, the Supreme Couwrr in
Ninvmber 1986 direcred the Drogs Comtredler 1o conduct @ public
ingeiry b Jeterpyse whether the sale and manvfacture of LF
drugs dhowid be banasd Linfortunacely, today 21 the end of the
prahdc heasines, there & fitile reason o belioe char the inguiny
has bevn tepartial and unbsased or that 1 has provided adeguaie
opportaney for the public to partivipare in deciionnaking,

LASI Noweprber iFe Sapresne Cuna!
s sanmd a prscsmerr o e, [ dogied the
Mewy Contrelar of lndia o vondas o
pablic g W dvweraing  wheber
the sile ped maneiactuese of high done
edigten prgestesiae (KT divgs slarpid
be taened [k b dhe st dime thar o
pubi inpairy o a padizal et iy e
wrckerend by e cvmant, 1 Lowples 8 seocgny
elm oo the puart o D eoarn thint ardenzry
citiioesm of U latd have 2 =wehl 10 parit
il 10 ety S B iRalkers
alab aliog them o when s

MR e it 3 st wid lececsl
HTTHR TS
Uafmtunen, foddy aher dle EM

pehy heateys P o 0 e domaded,
there m bitle mrdaon 10 cebeve (hat the
mgurs haw Foun e ampartis ansd
uibha el o thial 1t nos previced oo e
Spromuecs tor the pahle fo patihopne
m dogarserakmg e i B e lareed
ott 1 e a Fatwon That sery enoept of 1he
pubis drgads which i moant a casar
b 2o baind: paincipdin o rlwal justios
woald apphe w0 ahow wha gt ahorsly
wftecied B hewm daesied.

HTIO | ST RO D

g s EP deaps e far imarbesed
tn lmdia i thee MW, B 98T coough
eeiceney kad accwnmulated A ser the
warad b b R s s was pesecieied
wmith coaporata, sbncrmaltes Sewral
conmres reher el ibe Joug o pe-
suaded (he mimaigdieie: o withdres it
from the wmacket of sz icted [ we only
frr gyearculogical poablones Jn 1975 the
WHO conduded that rhe 2 ng skl mo
e ] bor pregnancy resting. Tollowing
ihes the Drg Contieller of Lidia (DCT)
=miled maom Bacturens that these diugs
wer gt e prorasind fm e s
pPregmams fest pwepd wher the woman
ezl any abosthon | her prepRmEay wan
confimed by the e,

In Mareh 1582 the [MC] mads o man:
dusors o manalaigsers 8 pEmist a
warning agams the we of PP drog in
preprarey oo e diug peckets. By June
the sanr peds us the Bdsice of the Incian

1

Uastal 8 Medhcal Reseacch (1CMR) the
el andd ramn Eadiece of thesd drage aene
baseed Theee romons wore cted 10
masdily ther buaze: (1) That & bad beon bag-
wend it sveval coumtnies; (20 the dragy were
Beine evtemavely misised; and (3] there
wer giber aafer sabstinzs waclable
Cerianly, bowoe, the DOT allowsd the
aale @ the Erug Re b perios ol one poer
aend s mamsfature B osia @onths

Frampds e o manufactazers, Unciom
| aremutinies and Nichole: chaliceped the
mde o e Bombey Hegh Court sedd ki
Cpanai—pom infar (lodie) d—Gled &
womslar wrli petition in the Caloutts High
Cozr. The compandey poirted ol that,
sy, the dinp soukl mot powdtily e tha
dangernn wince the DCT kad after all
allsmoed s nale and, seoondly, evez i it
were, the Drags and Cosmetivs A did
nal woafer om the DO the posers to ban
widry By Jamaary Fk), becawne of these
lega’ bwiphnles, the manufactorets had
whasned a sty order ou the ban and were
sven graned a TEo-peaT extension of thew
roErta niting Bormos.

The anwodmeni W the Drups amd
Conmiztivs Act corpemaering 1he prsern-
ol W ban Che import and sanufecuse
of drags camms amo foeoe in Febrpary 1950
A i Apnl Vincern Partkulangara, an
mibvocme from Beala, fled & writ petition
o the Supremne Count seeking directions
“{mr bamning the impor. menefaces,
nale s i siwnon of sach drags whichk
hae poem jecommended for banning by
the Drigs Cansebative Commitree”. High
done [P drugs weee included in ihe peti.
tiees I Saly $9E) Uer DC] bsusd & pazenis
geiilication bazamyg the 27 Moed dose
comipratien drugs wiuch had been
recommenided for banning by the IC.
Swrpriungly, EP drugs found no mestion
i thes Tind = T plea 1kl the e =
i cowt! Panfkulangsia’s petition wai
unsuded by Noveibe: to take note of the
kam order and 1o scpk the implemeniation
of i crder. The drug indainy onoe agan
challenged the order on the growndy that
irhyective criteria were Lacking for such &
Fan and the provisioo of the amendmend

Bt remained largely inoperarive because
of injunclont in several high courn
Thain in b the satter siood fov theee
years. High dese EP drugs continued 1o
be cunnufactured and sold despite an

196 i the Pantsulangara writ petitios
oo alove again. O the 1wellth of tha
manin e then chisl juiice B S Pathak
e wsnoe Rangaceth Mades booed o e
odder W0 Un posounmend of lnds siryg
o el e I POTIDOD 3415 sk B Rruve
ine stans of the ban ranification sl why
the alaki drugl oozt amthortiey had nor
e newed 1k o oo, abo ook a
i veew o 1he bekadai-leal anitude of
the “Lonceried deporimeent of the ceniral
o skt and remarked that "for some
incxpicable frasnn [t i ol miereatsd in
1k divposal of the wm petition, though
the wril petiting i imended 1o
nalrguand wsd proote unscapectiog pubiic
B g, . . baonsd o the devekoped
vountnes bur whnch are souia o b
dumped on thind world coomnies”.
Neither, it noted, had the Indinn Council
of Medical Rescarch or “the drug one-
rrodicss of skl the stares in India ewere 1he
drap conrmller of the sakc of Keala”
shwrwn any cagerness to ol The fonn
asriving a1 4 dossion

And yoi barsly a forteicht laier the
vt annownoed thal i had entrunted the
DCI, an organisacion of the “wmdifToreps”
ceotral gowernment, with the task of
holding & public tnguiry to decide on the
inte of FF drugs. The coun thus chose 1o
redpen & deviibon which hed boen laken
on sound medical §rounds on 1he recom-
mendaion af the ICMR. As [ndira
Ining the well knowr Hombay Lo e
potesed 2wt it i th decieon which mn the
firme place shoold be guestiored. Whils
the Lstiutlon of & public mgairy is po
doubt 10 be welonmed, was the basis oo
which such a decicon was made coree:?
Mhuorrener, by alfowing 3 six month time
liemit for the DCT 1o conduct 1he incguiry
and ervive ot o demsion without effecting
i intertm har ou the sale of the drug,
il hat prrmitied the coStinued exposare
of thousands of women 8o 8 drug which
s been shioswn o be hazardous and ha
hieen banned (0 s mony couniries.

A Cuanamy

onder wan a hare direct|ve with bardly any
stipulstions sbout 1he manncr in whick
the mguiry shoukd be comduried —eoucr
of the inguiry was 10 be given 1o the pec
companies concerned, Lnachem and Infas
us well up the petitionens, Bt was 1o be

Brovomic asd Poliical Weekly Februery £, 1538
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