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When beginning 
Or reinstating eC strogen 

therapy, consider 

(PIPERAZINE ESTRONE SULFATE TABLETS, NF) 

Ogen helps you taper 
therapy to the minimum needed 

for relief of symptoms. 

Scored tablets 

permit half-step Maeda up 

or down, 

Sq 
One prescription can help 

minimize symptoms 

minimize medication 

minimize side effects. 

See following pages for Brief Summary e)



OGEN .625 OGEN 1.25 OGEN 2.5 OGEN 5 
(piperazine estrone sulfate (piperazine estrone sulfate (piperazine estrone sulfate (piperazine estrone sulfate 

0.75 mg., calculated 1.5 mg., calculated 3 mg., calculated 6 mg., calculated 
as sodium estrone as sodium estrone as sodium estrone as sodium estrone 
sulfate 0.625 mg.) sulfate 1.25 mg.) sulfate 2.5 mg.) sulfate 5 mg.) 

7033175 

OGEN? study’ estimated a 4.7 fold increased risk of thetic estrogens in certain animal species has 

limb reduction defects in infants exposed in pen reported by some ives Atcrs to crease 
utero to sex hormones (oral contraceptives, e frequency of carcinomas of the breast, cervix, 

PIPERAZINE ESTRONE SULFATE hormone withdrawal tests for pregnancy, or vagina, and liver. There is now evidence that 

_ TABLETS, N.F. attempted treatment for threatened abor- estrogens increase the risk of carcinoma of the 

Tablets tion). Some of these exposures were very endometrium in humans. (See Boxed Warning). 
short and involved only a few days of treat- At the present time there is no satisfactory evi- 

ment. The data suggest that the risk of limb dence that estrogens given to postmenopausal 

WARNING: reduction defects in exposed fetuses is some- women | increase the Hee of ane of. te 

B what less than 1 per 1000. reast,!’ although a recent long-term followup o! 

1. ESTROGENS HAVE BEEN RE- In the past, foniale sex hormones have a single physician’s practice has raised this 

PORTED TO INCREASE THE RISK OF been used during pregnancy in an attempt to possibility.!* Therefore, caution should be exer- 

ENDOMETRIAL CARCINOMA. treat threatened or habitual abortion. OGEN cised when administering estrogens to women 

; 7 has not been studied for these uses, and with a strong family history of breast cancer or 

Tbpes/independent ae nel sade therefore should not be used during pregnan- who have breast nodules, fibrocystic disease, or 

Be oe ee ee ee eat cy. There is no evidence from well controlled abnormal mammograms. Careful breast ex- 

caniet in postmenopaurs | Wonlen o=Roses 2 studies that progestogens are effective for aminations should be performed periodically. 
exogenous estrogens fon prolonged Heriods. these uses. 2. Gall bladder disease. A recent study has re- 

Ce ee relent If OGEN (piperazine estrone sulfate ported a 2 to 3-fold increase in the risk of 
FOND Prine Con Paliemesrncriad by tho tablets) is used during pregnancy, or if the surgically confirmed gall bladder disease in 

ff ‘Sin Pin c A ara . t ae sido patient becomes pregnant while taking this women receiving postmenopausal estrogens,’ 

US eee nae a et 1969 in drug, she should be apprised of the potential similar to the 2-fold increase previously noted in 

eee ree OE Gated Stat risks to the fetus, and the question of con- users of oral contraceptives.'%#? In the case of 
eee aifferentiate eso! uae pee tinuation of the pregnancy should be ad- oral contraceptives, the increased risk appeared 
with population. based cancer Feporting deiaced Hen tvomcarnctuse!: 

syatetnsy Gn inerezee whion may pe resis - 3. Effects similar to those caused by estrogen- 
iho rapidly eopen giuse nf ertowena! dur ee oral contraceptives. There are several 
aie aay ceced ; d INDICATIONS serious adverse effects of oral contraceptives, 

tlie) (hres case control ules eae Peeves most of which have not, up to now, been docu- 
that the risk of endometrial cancer in OGEN (piperazine estrone sulfate tablets) is indi- mented as consequences of postmenopausal 
estrogen users was about 4.5 to 13.9 times cated for the treatment of estrogen deficiency as- estrogen therapy. This may reflect the com- 
greater than in nonusers. The risk appears to sociated with: pavenwelyi lon: doveductiecicasen we-dian 

depend on both duration of treatment! and on 1. Moderate to severe vasomotor symptoms of postmenopausal women. It would be expected 

estropenydose) In ven ob there) Endings, menopause. (There is no evidence that estrogens that the larger doses of estrogen used to treat 
Whenlesinogensiare ured for the weatment-cr are effective for nervous symptoms or depression postpartum breast engorgement would be more 
zen obates Ue ma pore rene ey eee which might occur during menopause, and they likely to result in these adverse effects, and, in 

pealllcon trolls yea tains ehonld be ualized end should not be used to treat these conditions.) fact, it has been shown that there is an increased 
medication should'be discontinued a5 soon a8 2, Atrophic vaginitis. risk of thrombosis in women receiving estrogens 
possible. When prolonged treatment is 3. Kraurosis vulvae. foe agtparcum breast enecrmement 2 2 

medically wndicriod ie Tae 4: Eemale hypogonadism: a. Thromboembolic disease. It is now well es- 
Rossecseed onal lees! 5 cen atinuc! panels bo eere ec coaeuon tablished that users of oral contraceptives have 
determine the need for continued therapy. 6. Primary ovarian failure. I Hee cea Guoniventeieaead 

Although the evidence must be considered OGEN (piperazine estrone sulfate tablets) is also an noreakee re ‘i neaanas zon h acct 
preliminary, one study suggests that cyclic indicated for the prevention of postpartum thrombotic vascular diseases, suc! aa ron: 

administration of low doses of estrogen may breast engorgement. Although estrogens have bophlebitis, pulmonary (aul, stroke, an 

carry less risk than continuous administra- been widely used for the prevention of postpar- myocardial infarction. Cases of retinal 

tion;? it therefore appears prudent to utilize tum breast engorgement, controlled studies have thrombosis, mesenteric thrombosis, and optic 
such a regimen. demonstrated that the incidence of significant neuritis have been reported in oral contraceptive ; 

Close clinical surveillance of all women painful engorgement in patients not receiving users. There is evidence that the risk of several 
taking estrogens is important. In all cases of such hormonal therapy is low and usually of these adverse reactions is related to the dose of 
undiagnosed persistent or recurring abnor- responsive to appropriate analgesic or other sup- the drug.%°,5! An increased risk of post-surgery 
mal vaginal bleeding, adequate diagnostic portive therapy. Consequently, the benefit to be thromboembolic complications has also been re- 
measures should be undertaken to rule out derived from estrogen therapy for this indication ported in users of oral contraceptives.°2% If 

pea eUaney, : must be carefully weighed against the potential feasible, estrogen should be discontinued at least 
There is no evidence at present that increased risk of puerperal thromboembolism as- Hee ccttat het areaatcery (ol tbe ny pel enecciated 

“natural” estrogens are more or less haz- sociated with the use of large doses of “ie H acALS Ge thiamiboem bolle: i 

ardous than “synthetic” estrogens at estrogens.9,?! th de a a eee ibacaie, eis af 

equiestrogenic doses. OGEN (PIPERAZINE ESTRONE SUL- Seslsneed iamloblizetont ee 
FATE TABLETS) HAS NOT BEEN TESTED Naat : : 5 

2. OGEN SHOULD NOT BE USED FOR EFFICACY FOR ANY PURPOSE DUR- While ou jnerenied rate st iromboempels 

DURING PREGNANCY. ING PREGNANCY. SINCE ITS EFFECT and thrombotic disease in pos' pierre ee users 

z i ; UPON THE FETUS IS UNKNOWN, IT CAN- of estrogens has not been found’’,* this does not 

According to/somte investigators, the uEe of NOT BE RECOMMENDED FOR ANY CON- rule out the possibility that such an increase may 
demale? ses: Hormones Hori ce Leena DITION DURING PREGNANCY (SEE BOX- _be present or that subgroups of women who have 
proges.oous) curing (Carly pregnancy micy ED WARNING) underlying risk factors or who are receiying 
seriously damage the offspring. Studies have ~ i ed 

reported that females exposed in utero to di- relatively large doses of estrogens may have in 

ethylstilbestrol, a non-steroidal estrogen, CONTRAINDICATIONS creased risk. Theratore ee snoulg ae be 
have an increased risk of developing in later GGEN charld nob he uced ini women withany/oF Ripe teers ee tae 
life a form of vaginal or cervical cancer that the following conditions: thromboembolic disorders, and they should not 

is ordinarily extremely rare.®:* In one of these 1. Known or suspected cancer of the breast. be used in persons with a history of such disor- 
studies, this risk was estimated as not 2. Known or suspected estrogen-dependent ders in association with estrogen use. They 

greater than 4 per 1000 exposures.’ Further- neoplasia. should be used with caution in patients with 
more, there are reports that a high percent- 3. Known or suspected pregnancy (See Boxed cerebral vascular or coronary artery disease and 
age of such exposed women (from 30 to 90 Warning). only for those in whom estrogens are clearly 
percent) have been found to have vaginal 4, Undiagnosed abnormal genital bleeding. needed. 
adenosis,*"? epithelial changes of the vagina 5. Active thrombophlebitis or thromboembolic Large doses of estrogen (5 mg conjugated 

ond ca Although these reported changes disorders. estrogens per day), comparable to those used to 

te bistologivally benign (thc) nyecues/re 6. A past history of thrombophlebitis, throm: treat cancer of the prostate and breast, have 
have) not Geterniined Wye nen Wie ysare Bee: bosis, or thromboembolic disorders associated heen shown in a large prospective clinical trial in 
Sorat ronerta casneee ation be- ‘Wilh previous estrogen usc: men’® to increase the risk of nonfatal myocardial 
ON oo ceee e eeee cea ia tamale infarction, pulmonary embolism and throm- 

tween intrauterine exposure to female sex WARNINGS on, a ia ei 

hormones and congenital anomalies in the bophlebitis. When estrogen loses of this size are 

offspring, including heart defects and limb 1. Induction of malignant neoplasms. Long-term used, any of the thromboembolic and thrombotic 

reduction defects.!3-!® One case control continuous administration of natural and syn- adverse effects associated with oral contracep-
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