
 It’s clean.1

It’s simple.2 
 

It’s well tolerated.2

 For information or samples
visit NovoMedLink.com/HT
or call 1-866-668-6336.

Vagifem® is indicated for the treatment of atrophic vaginitis.

Important Safety Information

ESTROGENS HAVE BEEN REPORTED TO INCREASE THE RISK OF
ENDOMETRIAL CARCINOMA.

Three independent, case-controlled studies have reported an
increased risk of endometrial cancer in postmenopausal women 
exposed to exogenous estrogens for more than one year. This risk 
was independent of the other known risk factors for endometrial 
cancer. These studies are further supported by the finding that 
incident rates of endometrial cancer have increased sharply since 
1969 in eight different areas of the United States with population-
based cancer-reporting systems, an increase which may be related 
to the rapidly expanding use of estrogens during the last decade.

The three case-controlled studies reported that the risk of endo-
metrial cancer in estrogen users was about 4.5 to 13.9 times greater 
than in nonusers. The risk appears to depend on both duration
of treatment and on estrogen dose. In view of these findings, when 
estrogens are used for the treatment of menopausal symptoms, 
the lowest dose that will control symptoms should be utilized and 
medication should be discontinued as soon as possible. When 
prolonged treatment is medically indicated, the patient should 
be re-assessed, on at least a semiannual basis, to determine the 
need for continued therapy.

Close clinical surveillance of all women taking estrogens is important. 
In all cases of undiagnosed persistent or reoccurring abnormal 
vaginal bleeding, adequate diagnostic measures should be under-
taken to rule out malignancy. There is no evidence at present that 
“natural” estrogens are more or less hazardous than “synthetic” 
estrogens at equi-estrogenic doses.

Other warnings include: induction of malignant neoplasms, gallbladder 
disease, effects similar to those caused by estrogen-progestogen oral 
contraceptives (such as thromboembolic disease, hepatic adenoma, elevated 
blood pressure, worsening of glucose tolerance), hypercalcemia, and rarely, 
trauma induced by the Vagifem® applicator.

In a placebo-controlled clinical trial, the most commonly reported adverse 
events included: headache (9%), abdominal pain (7%), upper respiratory tract 
infection (5%), genital moniliasis (5%), and back pain (7%).

The use of Vagifem® is contraindicated in women who exhibit one or more 
of the following: known or suspected breast carcinoma, known or suspected
estrogen-dependent neoplasia (e.g., endometrial carcinoma), abnormal 
genital bleeding of unknown etiology, known or suspected pregnancy, 
porphyria, hypersensitivity to any Vagifem® constituents, active thrombo-
phlebitis or thromboembolic disorders, or a past history of thrombophlebitis, 
thrombosis, or thromboembolic disorders associated with previous estrogen 
use (except when used in treatment of breast malignancy).

 Please see brief summary of Prescribing Information on adjacent page.
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IN THE TREATMENT OF ATROPHIC VAGINITIS, A CHRONIC CONDITION

 
a therapy she can stay with
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Postpregnancy Weight Gain Ups C-Section Risk
B Y  S H E R RY  B O S C H E R T

Women diagnosed with gesta-
tional diabetes who gained
more than 10 pounds after the

pregnancy significantly increased their risk
for a cesarean delivery at the next preg-
nancy, a study of 2,581 women found.

In the study, 5% of women who re-
turned to their prepregnancy weight af-
ter being delivered vaginally of a live sin-
gleton, or whose prepregnancy weight
decreased by more than 10 pounds by
the time of their next pregnancy, were
delivered by cesarean section in that sub-
sequent pregnancy. Of women whose
prepregnancy weights increased by more
than 10 pounds, however, 10% had ce-
sarean deliveries in the subsequent preg-
nancy, Dr. Pathmaja Paramsothy and as-
sociates reported (Obstet. Gynecol. 2009;
113:817-23).

The risk for cesarean delivery was 70%
higher in the weight-gain group after ad-
justment for the effects of confounding
factors including maternal age, race/eth-
nicity, education, duration of birth inter-
val, weight gain during each pregnancy,
smoking, and year of birth, wrote Dr.
Paramsothy and colleagues at the Uni-
versity of Washington, Seattle. The re-
sults were obtained in a retrospective
analysis of linked birth-certificate data for
women with at least two singleton births
in Washington state from 1992 to 2005.

Of the 2,581 women studied, 35%
were in the weight-gain group, 11% were
in the weight-loss group, and 54% were
in the weight-stable group.

Prepregnancy weight typically is mea-
sured at the first prenatal visit. The in-
terpregnancy weight change was calcu-
lated by subtracting the prepregnancy
weight for the subsequent pregnancy
from the prepregnancy weight for the
first pregnancy.

Previous studies have identified gesta-
tional diabetes, obesity, and excessive
weight gain as independent risk factors
for cesarean delivery and analyzed the ef-
fects of each separately. This may be the
first study to look at the association be-
tween interpregnancy weight gain and
subsequent cesarean delivery in women
with gestational diabetes, a population
that the investigators hypothesized
would be at particularly high risk.

Women who gained more weight be-
tween pregnancies were more likely to
deliver by cesarean at the subsequent
pregnancy, with the risk increasing by
48%-136% depending on the number of
pounds gained. Interpregnancy weight
gain was more likely in women who
were younger, African American or His-
panic, less educated, and more than 3
years from the initial pregnancy. 

The rate of cesarean deliveries in the
United States climbed from 6% in 1970
to 30% in 2005, potentially increasing the
health risks for mothers and newborns
and adding at least $15 billion in costs to
the health care system, the authors not-
ed. Delivering physicians should counsel
women with gestational diabetes about
weight management between pregnan-

cies, Dr. Paramsothy and associates said. 
Dr. Catherine Spong of the National

Institute of Child Health and Human De-
velopment commented, “The take-home
message from this is that interpregnancy
weight gain is an important thing to keep
in mind as you are managing patients
with gestational diabetes. 

“Not only do you want to test them for
subsequent development of diabetes, but
also monitor their weight gain to try to op-

timize subsequent pregnancy outcomes.”
New attention is being paid to ques-

tions about how much weight a woman
can safely gain during or between preg-
nancies. Guidelines from the Institute of
Medicine focus mainly on preventing low
birth weight, and aim for at least a 10-
pound maternal weight gain during preg-
nancy but don’t address the upper limits
of weight gain during or between preg-
nancies, Dr. Spong said in an interview. 

“Now, really, low birth weight isn’t
particularly the issue. It’s the obesity
epidemic,” she said.

The Institute of Medicine is reviewing
the guidelines and should produce new
recommendations in the next few months
that Dr. Spong hopes will also target
obese and morbidly obese weight levels.

The investigators and Dr. Spong re-
ported no conflicts of interest related to
the study. ■




