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Michael Smart, RN, BSN, OCN® ¢ Associate Editor

PHARMACY CORNER

Sunitinib Successful
in Pancreatic Cancer Trial

As reported by Ray-
mond et al. (2011),
the small molecule

ST TN drug sunitinib malate
(Sutent®, Pfizer, Inc.) may have utility in
treating neuroendocrine pancreatic cancer.
In a multicenter, randomized, placebo-
controlled phase III clinical trial (N = 171),
researchers compared oral sunitinib 37.5
mg to best supportive care in patients
with well-differentiated, advanced neuro-
endocrine pancreatic tumors. Compared
to placebo, sunitinib demonstrated supe-
riority in median progression-free surviv-
al and objective response rate. Patients in
the sunitinib arm demonstrated a median
progression-free survival of 11.4 months
versus 5.5 months on placebo (p < 0.001).
A 9.3% obijective response rate was seen
with sunitinib, but none with placebo.
The study was ended early because of the
clear advantage seen on treatment. At the
end of the study, 10% of patients in the
sunitinib arm had died compared to 25%
in the placebo arm (p = 0.02).

Sunitinib is a multiple tyrosine kinase
inhibitor that restricts the activity of
platelet-derived growth factor recep-
tors, vascular endothelial growth factor
receptors, stem cell factor receptors,
and others. Through inhibition of the
tyrosine kinase pathway, the drug slows
tumor growth and metastasis. The drug
has been approved by the U.S. Food and
Drug Administration for use in the treat-
ment of gastrointestinal stromal tumors
after progression on or intolerance to
imatinib mesylate (Gleevec®, Novartis
Pharmaceuticals) and in the treatment of
advanced renal cell carcinoma.

Common side effects experienced
with sunitinib are diarrhea, nausea,
vomiting, asthenia (weakness), rash,
hair color changes, and fatigue. Severe
hepatotoxicity has been observed in pa-
tients on therapy, and laboratory values
should be monitored appropriately.

For additional precautions, visit www
.pfizerpro.com/hcp/oncology/sutent/
indication?rid=/wyeth_html/home/
minisites/oncology/sutent/pi/boxed
-warning.html.

Raymond, E., Dahan, L., Raoul, J.L., Bang,
Y.]J., Borbath, I., Lombard-Bohas, C., . . .
Ruszniewski, P. (2011). Sunitinib malate
for the treatment of pancreatic neuro-
endocrine tumors. New England Journal
of Medicine, 364, 501-513. doi: 10.1056/
NEJMoal003825

SAFETY CONCERNS

Bevacizumab Increases
Risk of Fatal Adverse Effects

The addition of bevacizumab (Avastin®,
Genentech) to chemotherapy or other
biologic therapies is associated with an
increased risk for fatal adverse events.
A meta-analysis of 16 randomized, con-
trolled trials with 10,217 participants
showed that bevacizumab was associated
with a 2.5% incidence of fatal adverse
effects compared to 1.7% incidence in
the control arms (Ranpura, Hapani, &
Wu, 2011). The most common causes
of mortality were hemorrhage (23.5%),
neutropenia (12.2%), and gastrointestinal
perforation (7.1%).

The mortality risk appears to increase
based on the drugs given with bevaci-
zumab. Most notably, taxanes and plati-
num agents were associated with dra-
matic increases in the risk for fatal adverse
effects (relative risk = 3.49; confidence
interval = 1.82-6.66).

Bevacizumab is a monoclonal anti-
body that binds to the ligand vascular
endothelial growth factor and works by
inhibiting the development of new blood
vessels. Tumors cannot survive without
adequate oxygenation delivered via new
blood vessels.

Ranpura, V., Hapani, S., & Wu, S. (2011).
Treatment-related mortality with beva-
cizumab in cancer patients: A meta-
analysis. JAMA, 305, 487-494. doi:
10.1001/jama.2011.51

NOTEWORTHY

Lights Out to Reduce
Breast Cancer Risk

Working the night shift previously had
been linked to an increased risk of breast
cancer in women, but even sleeping with
the lights on may be associated with a
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greater incidence of cancer. Light expo-
sure during sleep hours has been associ-
ated with a 22% increased risk for breast
cancer (p < 0.001) in a case-controlled
study of northern Israeli women (N =
1,679: 794 with breast cancer and 885 con-
trols) (Kloog, Portnov, Rennert, & Haim,
2011). Data were extracted from the Breast
Cancer in Northern Israel Study, started in
2000, which sought to identify molecular
and environmental contributors to breast
cancer. Light intensity, defined in a range
from completely dark to very strong light
(i.e., with all light switches turned on),
emerged as a strong predictor of cancer
risk, with higher intensity associated with
higher incidence. Religion also emerged
as a predictor of cancer risk, but that is
believed to be associated with the dif-
fering birth rates among Jewish women
compared to Arab women participating
in the study.

The exact reason for the association
between artificial light and breast cancer
is not known, but hypothesized mecha-
nisms include disruptions in melatonin
production and effects on circadian
rhythms.

Kloog, I., Portnov, B.A., Rennert, H.S., &
Haim, A. (2011). Does the modern
urbanized sleeping habitat pose a
breast cancer risk? Chronobiology
International, 28, 76-80. doi: 10.3109/
07420528.2010.531490

Cost of Cancer Care Expected
to Increase Dramatically by 2020

Although the overall incidence of can-
cer is declining and the length of survival
is increasing, the projected costs for cancer
care in the United States are anticipated
to increase dramatically by the year 2020
compared to 2010, based on changes
in the population and current trends
(Mariotto, Yabroff, Shao, Feuer, & Brown,
2011). The annual cost for treating cancer
may reach $173 billion by 2020 (in 2010
dollars), which represents an increase of
39%. The greatest increases in expense are
expected to be seen in the treatment and
care of patients with prostate or breast
cancer, which remain the most common
forms of cancer for men and women,
respectively, in the United States.

Mariotto, A.B., Yabroff, K.R., Shao, Y.,
Feuer, E.J., & Brown, M.L. (2011). Pro-
jections of the cost of cancer care in the
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United States: 2010-2020. Journal of the
National Cancer Institute, 103, 117-128.
doi: 10.1093/jnci/djq495

Less-Invasive Needle Biopsy
Rates Should Increase

Assessing the pathology of suspicious
breast lesions is the first step in determin-
ing appropriate therapy or even whether
therapy is warranted. In the past, open
surgery was a common approach to obtain
adequate tissue for evaluation. Currently,
the less-invasive percutaneous needle
biopsy is considered the standard of care,
and a 2009 consensus report suggested
that the use of open surgery should drop
to less than 10% of cases in favor of needle
biopsy as soon as possible (Silverstein et
al., 2009). Gutwein et al. (2011) sought
to examine the actual rate of open surgi-
cal evaluation as reported to the Florida
Agency for Health Care Administration
from 2003-2008. Although the use of
needle biopsy was rising, surgical biopsy
still accounted for about 30% of cases in
2008. A significant cost savings may be
realized by improving the rate of needle
biopsy. In addition, the disruption to
patient lives could be minimized and the
risks associated with open surgery (e.g.,
scarring, infection, bruising) could be
reduced with the use of the less-invasive
needle biopsy approach.

Gutwein, L.G., Ang, D.N., Liu, H., Marshall,
J.K., Hochwald, S.N., Copeland, EM., &
Grobmyer, S.R. (2011). Utilization of
minimally invasive breast biopsy for the
evaluation of suspicious breast lesions.
American Journal of Surgery. Advance
online publication. doi: 10.1016/j.amj
surg.2010.09.005

Silverstein, M.J., Recht, A., Lagios, M.D.,
Bleiweiss, 1.]., Blumencranz, P.W., Gi-
zienski, T., . . . Willey, S.C. (2009). Spe-
cial report: Consensus conference III.
Image-detected breast cancer: State-
of-the-art diagnosis and treatment.
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Journal of the American College of Sur-
geons, 209, 504-520. doi: 10.1016/]
jamcollsurg.2009.07.006

PRODUCTS

Updated Book Addresses Risks
Associated With Handling Drugs

= ____ The second edition of

the Oncology Nursing
Society (ONS) book, Safe
Handling of Hazardous
Drugs (Polovich, 2011), is
now available, and ONS
also provides a companion online course
(http:/ /www.ons.org/CourseDetail
.aspx?course_id=24). The updated refer-
ence provides essential information for
nurses and healthcare providers who
handle chemotherapy agents and other
medications deemed hazardous.

For organizations, the importance of
reviewing actual safe-handling practices
with employees, rather than just writ-
ten policies, is evident in surveys that
reveal less than 100% compliance with
established standards. Highlighting why
compliance is so important for healthcare
providers, the revised edition reviews
research that has examined genetic
changes in those who handle hazard-
ous drugs and discusses problems (e.g.,
difficulty with fertility) that have been
reported among nurses who administer
chemotherapy. By routinely reviewing
safe-handling practices and ensuring
nurses have a comprehensive under-
standing of the risks posed by exposure
to hazardous drugs, organizations may
enhance compliance with preventive
measures.

Even 100% compliance with existing
organizational policies and procedures
may be inadequate to minimize expo-
sure. In recent years, the use of hand

Safe Handling
of Hazardous
Drugs <

sanitizers in the absence of visible
soiling—in preference to hand wash-
ing—has been a focus in the healthcare
environment. Although they may de-
crease the risk for infection transmission,
hand sanitizers do nothing to remove
possible contamination from hazardous
drugs. If hazardous drug exposure is
possible, hands must be washed.

The measurement of fluid balance in
patients, often seen as essential following
the administration of chemotherapy and
sometimes aggressive IV hydration, also
may place clinicians at risk for exposure
during necessitated frequent handling
of urinals and other elimination devices.
One suggested alternative to the measure-
ment of intake and output is the use of
daily weights to evaluate fluid balance.

Caregivers should be aware that
the traditional 48-hour chemother-
apy precautions may be inadequate in
minimizing exposure. Several chemo-
therapy agents remain detectable in
urine five days after administration,
including cisplatin, doxorubicin, eto-
poside, gemcitabine, and methotrexate.

The second edition includes a more
extensive defense for providing alterna-
tive assignments to nurses who are try-
ing to become pregnant, are pregnant,
or are breast feeding. Many chemother-
apy agents are teratogens, and several
chemotherapy agents are known to be
excreted in breast milk.

Polovich, M. (Ed.). (2011). Safe handling of
hazardous drugs (2nd ed.). Pittsburgh, PA:
Oncology Nursing Society.
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