
Vagifem® is indicated for the treatment of atrophic vaginitis.

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 thrombophlebitis 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
NAME ___________________________________  AGE ____________

ADDRESS _______________________________ DATE _____________

VAGIFEM® 25 μg Vaginal Tablets
Starting Month Qty: #18Insert 1 tablet vaginally every dayx2 weeks, then twice weekly thereafterMaintenance Dose  Qty: #8     Refill____Times

Insert 1 tablet vaginally twice weekly

Model is used for illustrative purposes only.

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 
endometrial 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 symp-
toms 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 reoccurr-
ing abnormal vaginal bleeding, adequate diagnostic measures 
should be undertaken 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.

References: 1. 
2.

VAGIFEM®

 It’s clean.1

It’s simple.2

It’s effective.2

It’s well tolerated.2

 For information or samples
visit NovoMedLink.com/HT
or call 1-866-668-6336.
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More Breast Ca Expected
In the Elderly, Minorities

B Y  B R U C E  J A N C I N

S A N A N T O N I O —  Looming demo-
graphic shifts in the United States over the
coming 20 years are projected to result in
major increases in breast cancer cases
among the elderly and in minorities.

Now is the time to start planning for
these changes, particularly since older in-
dividuals and minorities are groups at in-
creased risk for suboptimal cancer care,
Dr. Benjamin D. Smith asserted at the
San Antonio Breast Cancer Symposium.

Using population projections obtained
from the Census Bureau along with age-
and gender-based breast cancer incidence
rates derived from the National Cancer
Institute’s Surveillance, Epidemiology
and End Results database for 2003-2005,
he and his coworkers estimated that the
number of cases of invasive breast can-
cer diagnosed in American women
would increase by 30% from 226,000 in
2010 to 294,000 in 2030.

Meanwhile, because of the graying of
the population, the annual number of
women aged 65 years and older who are
diagnosed with breast cancer is expected
to jump by 57%—nearly double the over-
all rate, according to Dr. Smith of Wil-
ford Hall Medical Center, San Antonio.

Over the same 2 decades, invasive
breast cancer cases in Hispanics are pro-
jected to climb by 106%, in African

Americans by 48%, and in Asian/Pacific
Islanders by 100% (see chart). 

The National Cancer Institute’s Cen-
ter to Reduce Cancer Health Disparities
has identified the elderly and minorities
as groups traditionally experiencing dis-
parities in breast cancer care, partially. be-
cause they have been underrepresented
in clinical trials, Dr. Smith noted. ■ E
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Projected Cases of Invasive Breast Cancer in 
U.S. Women
2010 2020 2030 Increase

All 226,000 262,000 294,000 30%
Aged 65 years and older 114,000 150,000 179,000 57%
African Americans 23,000 29,000 34,000 48%
Hispanics 16,000 24,000 33,000 106%
Asian/Pacific Islanders 7,000 11,000 14,000 100%

Note: Based on data from the Census Bureau and the National Cancer Institute’s Surveil-
lance, Epidemiology, and End Results database.
Source: Dr. Smith

Test Identifies
HER2+ Patients
At Low Risk
S A N A N T O N I O —  The 70-gene
MammaPrint prognosis signature inde-
pendently identifies a genomic low-risk
subgroup of HER2-positive early breast
cancer patients likely to have a good long-
term clinical outcome.

Dr. Michael Knauer of the Netherlands
Cancer Institute, Amsterdam, presented a
validation study of 169 women with
HER2-positive unilateral breast cancer
drawn from six partially published stud-
ies; 46% received chemotherapy and 15%
got trastuzumab. 

MammaPrint classified 16% of the tu-
mors as having a “good prognosis” sig-
nature, he said at the San Antonio Breast
Cancer Symposium. Those 27 patients
had a 10-year distant disease-free survival
rate of 89%, compared with 64% in the
142 patients classified by MammaPrint as
having a high genomic risk. In a multi-
variate analysis adjusted for the conven-
tional prognostic factors along with adju-
vant therapies, the MammaPrint signature
and tumor size were the only independent
predictors of 10-year distant disease-free
survival. Agendia Inc., which markets
MammaPrint, supported the study. Dr.
Knauer said he has no financial conflicts
of interest regarding the study.

—Bruce Jancin




