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Betref ¢ .
Re: Hormonal pregnancy tests

Dear Sirs,

Thank you for your memo of February 5tkh, 1969 with the

attached correspondence with Dr. Klinssberg and s provi-
igmzl reoord o thie retrospective sTudy concerning

hormonal pregnancy btests as produced by Fir. Dezn.

Provided that the figures preduced carTy statistical
significance at all, the results, in our opinien, are
by no meang slarming and in parsvicular we do not see any s

~~ bagis for Mr. Dean's recommendasion to withdraw Primodos -

from usage.

The main purpose of this investigation was to demonsirate
or otherwise that hormonal wnregnancy tests of the Fromodos—
type had somecthing to do wibth the observation of an in- -
creasing number of certain malformations. The figures pre=
sented suow that there is no difference, in this respect,

bebween untreated pregnarcies and those during whilch a
Wormonal test was administered. '

L far as the shbortisn oot is cencerzed, this in faet 1s
inereaced in sommection with Primodos assinst untreated
pregnancisa. However, such finding is indeed not as sur-
“nrising as it may seem cn first sight. guite a number of
thoss womsn who desire zn early answer %o the auestion cn

- whether they are pregnant or not do_so in the nope o be

— not pregrnert and later-cn nay try all sorts of aborticn

irdusirs measures. An occasional ong of thess may be sucCes55-
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. COMMITTEE ON SATETY OF DRUGS |
i Queen Anne’s ?-.T:lnql'r.r'.aj Clhaeen Anne's Ceare, T oseer 5987 g .
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Telephone: 01-839 gozo  oxi. 1327 !
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Jerincer _ o . !

Ia Confidence : - Pab o Tth Auguatk, 1964

Dear Dr.

I have reéEntly had some discusaions with DNr. Tzcbel Gal at
Queen Charlotte's Hoapital coneeming her vorls on the posaible ters-
togenicity of the hormone pregancy disgnosis teasta, .

As a result of these discussions, I would like, on hehalf of
the Committes, to ask you to sutmit to us all tho laboratery data on
teratogenicity in animals, for your hermone vregnoncy diagnosis tests
f'Primmlua'} and alase for vour whole range ot mrogestopens (e.g.,
"Primolut') and orel contracentive preparationa,

TR TRCRIN" - L A et oA - -

With regard sueecifically 4o Primodes T would be grateful if snou
could also let us have ostimates for the number of physiecizas! sangien
dizstributed to doctors. Theae shovld best be expressed as the annual
total For thz {wo icblet packs distributed in 4l way. Ii secus
bosaible that a considerabls number of women 2oy have received tront-
ment with physicians' szomples and tha® our own estimatea for the uze
of the sramency teab, btased on Naticnal Health oreserivtions, ooy
mrovide substantizl under-estimatos of the asiuel number of wromen
tested with this sroduct, :

]

Tours sincerely, § ‘ 2 ' i
-

Sonior Medical Of'ficar

e

Schering Chemieals L=d,,
Vietoria "ar,

Burgess Hill,

Su=zsex,
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. oral with the dostors, the mailing oF distribution of samples
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cgweceptionally wid

‘of pregnancy¥s * .. : ; : ; ; y =

e furthermore request you ta entirely cpase the promotion of

‘Please correspondingly revige your advertising schedule and ad=

-Dcpartment gchriftliche Werbung shall mo lgnger produce any
material for Primodos oral; arders previously issued will be
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Although we have not bhocome aWare of adversc effocts upon the
p-gpread USC of Primodos oral, we have decided
“0 mo lenger recomnend Primodos oral for the early diagrosis

. |\

-

rimodos oral, effective jmmediately. The detadling of Primodes

not explicitly demanded EpontaﬂEDule,_ﬂs wall as the dispatehing
or distribution of advertising material should be discontinued.

wertising medinm plan, and daplwiiis US about Lthoso A+ eratinns. The
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csncelled without special notification. o, FaRale -

Et is your own responsibility whether or not you want to inform

each particular doctor about +he omission of the indication

for early diagnosis of pregnancy, supplementary to those MEASUr?S
mentioned in the preceding paragraph. ’ . ; i o

We are convinced that you will not have to contond with signd-
ficant short or medium-range sales loszEes, despite the cancella=
tion of advertising and deletion of the indication for early
diagnosis of pregnancy. In this connection, reference is especially
directed at two important particulars: : ' ;

. The roservations made about Frimodos aral concerning
- the yirilization rislk, which cannot be excludad with
completc assurance are not applicable to the Primodos
 4mjection. The injectable form of Primodos =an conses ™’ .
.quently be further promoted without restrictions, and *
. ean also be recommended for ihe early diagnesis nf preg-
MANLY . : : 5 c : ' w8

1+ would be gratifying 4 a shifting of "n:al':ale§“

to the injectable Form could be attained as soun as
posﬁible. please inform W= o Yyour oWl accord regarding
your experiences on this topic. = - :

s, The cancellation of the indication for carly diangnosis
of proegnancy is not a shot aimed by the FDA azainst our
pPrimcdos oral. It alse affects the cumpetitive,prepnraticnﬁ
having a comparable composition. ; ; %

I+ ecanmnot be avoided that guestions concerning the rovised package
emclosure will be directed at you in particunlar cazes. We reoquest
ou in surch cases to observe the enclosed notification from the

.Hed;Wiss.Departmnnt as well as this lebtter., You are authorized to

furhter direct t+he notification of the Med.Wiss.Dapartment, in
particular cases of need, to the enguiring doctoX. Plecase send
continuing enguiries to Pharma Ausland for processing.
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The question noncerning the value and satoty of early
diazrnosis of pregnancy by using oral ceslra—en-progestogen-
.. -gpmnpination PTE?ETEtiDHﬁ of 'the type Frimados aral has beth
'repeatedlydiscuased during recent years. fo date no scientific
papers are indeed knovm, wherein % substantisted susoicion is
given for the wvirilisation oT deformity oif =h2 IOETUS caused
ske nf a preparaitlon possessing

a i v eg— e

" by the reconmended dosage Int
_the composition of Primodos | pral to diagnoss an early proegnrsn-
- Tey. The FDA also indicated only tmat no necesslity exists for. )
S psing such preparations in early diagnosis of Pregnancy, since £
' ailable and .

Egnancy dizpgnosis axre av
raliably excluded. :
nsible fer this area of enauiry

problem and expreaszd the follov-

. . -yet other methods oI pr
-~ . zide eifects cermot be

' The Schering expert panel TESDO
. dealt recently 2gain with this
_ ing opinion: o

wppimados oral should no longer be recomnended for the dizgnosis

of an early pregnancy. Despite the excoutionally widespread Use

_ of this preparacion, there heve specifically heen no aOVErSE

7 effoocs pocuring €11l now upon the embryo or foetus of &n

existing pregnaicy. since Primodos orol comtains norethisterone

soetate, which noverthsless posSesses an androgenic gffoct even
s1ould not be dispensed

i though ewkpemely slight, this hormone £.1
dispensing occurs possibly 11 2
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if a pregnancy exists and the
~ ¢ritical phese of organ developnent. o ,
: . v . vk B s
 as = hormonal method, the injection of Primodos 15 availalle :
the mnatural Rormones 3

Lor treatment. -This injectable contains

pestradiol (as oestradiol penzozte) end nrogesterone which are . |

produced in greater quantitiss bY The mouher during pregnancy

.and possess & pregnency paintaining s€foro.it: 7 y
Considering our nghligation for reliahilaty", we have accor-
dingly decidad to cannel ihe indicatior Hearly diagnosls of
pregnancy” for Primodos oTaL. ! A T m
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