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Drug Combo Approved for Advanced Breast Ca
B Y  E L I Z A B E T H  M E C H C AT I E

The Food and Drug Administra-
tion has approved lapatinib in
combination with letrozole for

the treatment of postmenopausal
women with advanced breast cancer that
is hormone receptor and HER2 positive
and for whom hormonal therapy is in-
dicated. 

A kinase inhibitor, lapatinib (Tykerb)

targets the HER2 protein that is overex-
pressed in HER2-positive breast cancer.
Letrozole (Femara), an aromatase in-
hibitor, is used in patients with hor-
mone-dependent breast cancer. 

In a study sponsored by lapatinib man-
ufacturer GlaxoSmithKline, progression-
free survival was more than twofold
higher among the women who were
treated with the all-oral combination of
these two agents, compared with those

who received letrozole (Femara) alone,
according to the statement issued by the
FDA. 

“It is too early to determine whether
an improvement in overall survival will
be observed in the clinical trial,” the
statement said. 

In the trial, median progression-free
survival was 35.4 weeks among the 111
women who received lapatinib (1,500
mg/day) plus letrozole (2.5 mg/day),

compared with a median of 13 weeks
among the 108 women who received
letrozole alone, according to the revised
label for lapatinib. 

The safety profile of lapatinib was sim-
ilar to that observed in previous studies of
women with advanced breast cancer. Di-
arrhea, rash, nausea, and fatigue were the
most common side effects reported for
the combination, according to the FDA. 

Treatment with lapatinib has been as-
sociated with decreased left ventricular
ejection fraction and hepatotoxicity, as
well as interstitial lung disease and pneu-
monitis, and it can harm the fetus, the
statement added. 

Letrozole is marketed by Novartis. ■

Aerobic Exercise
Cuts Menopausal
Symptom Severity

Postmenopausal women improved
their physical fitness and reported re-

ductions in the severity of menopausal
symptoms after 12-24 weeks of aerobic
exercise in three 70-minute sessions per
week.

The 65 women (mean age 50.1 years)
rated symptom severity on the self-ad-
ministered Menopause Rating Scale
questionnaire at baseline, 12 weeks, and
24 weeks in the uncontrolled study. The
program of aerobic and calisthenic ex-
ercise aimed for 75%-80% of maximal
heart rate according to the Karvonen
method and consisted of 10 minutes of
warm-up exercises; 40 minutes of aero-
bics; 15 minutes of exercise targeting the
abdomen, hip, and leg muscles; and 5
minutes for cool-down and stretching.

Participants reported significant de-
creases in the severity of hot flushes,
night sweats, cardiac symptoms, muscle
and joint pain, sleeping disorder symp-
toms, depressive mood, irritability, anx-
iety, exhaustion, sexual problems, and
urinary symptoms between the start and
the end of the study, Dr. Selma Karacan
of Selcuk University in Konya, Turkey re-
ported.

Some symptoms showed improve-
ment by 12 weeks and further significant
improvements by 24 weeks, including va-
somotor symptoms, muscle and joint
pain, psychological symptoms, and sex-
ual problems. The women reported no
significant change in vaginal dryness
(Sci. Sports 2009 [doi:10.1016/j.scis-
po.2009.07.004]).

Significant improvements also were
seen in resting heart rate, systolic and di-
astolic blood pressures, flexibility, aerobic
power, and the ability to perform sit-ups,
push-ups, and right or left hand grips.
Body weight, body mass index, body fat
percentage, and fat weight decreased sig-
nificantly, with no change in lean body
mass values.

Dr. Karacan reported having no con-
flicts of interest.
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