
  FOR THE TOPICAL TREATMENT OF ACUTE PAIN 
DUE TO MINOR STRAINS, SPRAINS, AND CONTUSIONS

that targets the site of acute pain  
FLECTOR® Patch

 A unique way of delivering 
the proven effi cacy of the 
nonsteroidal anti-infl ammatory 
drug, diclofenac, in a patch

Substantially lower (<1%) 
systemic exposure and maximum 
plasma concentrations of 
diclofenac with FLECTOR® Patch 
vs 1 dose of a 50-mg oral 
diclofenac sodium tablet

FLECTOR® Patch (diclofenac epolamine topical patch) 1.3% is 
indicated for the topical treatment of acute pain due to minor 
strains, sprains, and contusions.

Carefully consider the potential benefi ts and risks of 
FLECTOR® Patch and other treatment options before deciding to 
use FLECTOR® Patch. Use the lowest effective dose for the shortest 
duration consistent with individual patient treatment goals.

Important Safety Information

Cardiovascular (CV) risk

® Patch is contraindicated for the treatment of 
perioperative pain in the setting of coronary artery bypass 
graft surgery

Gastrointestinal (GI) risk

any time during use and without warning symptoms including 
bleeding, ulceration, and perforation of the stomach or 

FLECTOR® Patch is contraindicated in patients with known 
hypersensitivity to diclofenac. FLECTOR® Patch should not be 
given to patients who have experienced asthma, urticaria, or 
allergic-type reactions after taking aspirin or other NSAIDs. 
Severe, rarely fatal, anaphylactic-like reactions to NSAIDs have been 
reported in such patients.

FLECTOR® Patch should not be applied to nonintact or damaged 
skin resulting from any etiology, eg, exudative dermatitis, eczema, 
infected lesion, burns, or wounds.

NSAIDs, including FLECTOR® Patch, can lead to new onset or 
worsening of hypertension, contributing to increased incidence 
of CV events. Fluid retention and edema have been observed in 
some patients taking NSAIDs. Use with caution in patients with 
hypertension, fl uid retention, or heart failure.

A patient with symptoms and/or signs of liver dysfunction, or with 
a history of an abnormal liver test, should be monitored for a more 
severe hepatic reaction and therapy stopped. Anemia is sometimes 
seen in patients receiving NSAIDs, and platelet inhibition has been 
shown to prolong bleeding times.

Long-term administration of NSAIDs has resulted in renal papillary 
necrosis and other renal injury. Renal toxicity has also been seen in 
patients in whom renal prostaglandins have a compensatory role in 
maintaining renal perfusion. FLECTOR® Patch is not recommended 
in patients with advanced renal disease.

NSAIDs, including FLECTOR® Patch, can cause serious skin adverse 
events without warning such as exfoliative dermatitis, Stevens-Johnson 
Syndrome, and toxic epidermal necrolysis, which can be fatal. Patients 
should be informed about the signs and symptoms of serious skin 
manifestations, and use of the drug should be discontinued at the fi rst 
appearance of skin rash or any other sign of hypersensitivity.

Overall, the most common adverse events associated with 
FLECTOR® Patch were skin reactions (pruritus, dermatitis, burning, 
etc) at the site of treatment, GI disorders (nausea, dysgeusia, 
dyspepsia, etc), and nervous system disorders (headache, paresthesia, 
somnolence, etc).

In late pregnancy, as with other NSAIDs, FLECTOR® Patch should 
be avoided because it may cause premature closure of the ductus 
arteriosus. FLECTOR® Patch is in Pregnancy Category C. Safety and 
effectiveness in pediatric patients have not been established.

Please see Brief Summary of full Prescribing Information, 

For more information, please visit or

Reference: Flector Patch [package insert]. Piscataway, NJ: Alpharma Pharmaceuticals
LLC; 2009.
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DCIS More Likely to Recur in Younger Women 
B Y  S H E R RY  B O S C H E R T

Women younger than age 45
years who were treated with
lumpectomy and radiation for

ductal carcinoma in situ were 68% more
likely to have a local recurrence than
were older women, a large population-
based study found.

After a median follow-up of 8.5 years,
women aged 44 and younger had a re-
currence rate of 20%, compared with a
12% recurrence rate in those aged 45-50
years, the retrospective study showed.
The 12% recurrence rate in the 45- to 50-
year-old age group is similar to previ-
ously reported recurrence rates of 10%-
15% in women older than age 50 in the
10 years after diagnosis, reported Dr.
Iwa Kong of the University of Toronto.

She described the findings in a press
briefing that preceded a breast cancer
symposium sponsored by the American
Society of Clinical Oncology. Dr. Kong
reported having no conflicts of interest
related to this study.

Previous studies have shown that treat-
ing ductal carcinoma in situ (DCIS) with
lumpectomy and radiation results in a

low overall recurrence rate of about
10% in the 10 years after diagnosis, but
those studies included few women aged
50 or younger. Increasing concerns that
younger women who are treated with
lumpectomy and radiation may be at
greater risk for recurrence inspired Dr.
Kong and her associates to examine data
on all women aged 50 and younger who
were diagnosed with DCIS in Ontario,
Canada, between 1994 and 2003.

Of the 583 who underwent breast con-
servation surgery and radiation therapy
for DCIS, most received 50 Gy of radiation
in 25 fractions, and 21% received a boost. 

Local recurrences developed in 99
women (17%), and invasive local recur-
rences in 38 (7%). Recurrence rates were
23% in those aged 40 years or younger,
21% in those aged 40-44 years, and 14%
in the 45- to 50-year-old women, for an
unadjusted hazard ratio of 1.68.

These preliminary data do not imply
that all young women with DCIS should
undergo mastectomy, Dr. Kong cau-
tioned. More research is needed to un-
derstand why young women had higher
recurrence rates and to determine
whether radiation boost, tamoxifen, or
other treatments might be optimal for
these patients. There may be a positive
family history or genetic reasons for
their DCIS, a correlation between breast
density and higher recurrence rates, or
other factors that deserve study, she said. 

“I agree,” said Dr. Lori Pierce, mod-
erator of the press briefing and professor
of radiation oncology at the University
of Michigan, Ann Arbor. “These are very
important data, but we need to put them
in context. When facing a young woman
with DCIS, we need to make sure the
margins are negative, and make sure the
tumor is estrogen receptor positive if
you discuss tamoxifen,” she explained.

“Patients should be aware [of these data],
but in the context of the limitations of a
population-based study.”

The study design did not allow the cap-
ture of all treatment information that
could have affected outcomes, such as the
size of the DCIS, disease at margins, or
the use of tamoxifen therapy, she said.

Overall, 88% of women remained free
of local recurrence after 5 years, and 81%

after 10 years. In addition, 95% of
women at 5 years and 93% at 10 years
were free of invasive local recurrence.

The investigators looked at follow-up
data for a median of 8.5 years after di-
agnosis, and linked administrative data-
bases to identify treatment and out-
comes, followed by abstraction of
primary charts for validation of the
data. ■

At 8.5 years, women aged 
44 and younger had a DCIS
recurrence rate of 20%,
compared with a 12%
recurrence rate in those 
aged 45-50 years.




