DIGESTIVE DISORDERS

Patanase

(olgpatzaline HLT) 665 meg

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed
to use PATANASE® Nasal Spray safely and effectively.

See full prescribing information for PATANASE® Nasal Spray.

PATANASE® (olopatadine hydrochloride) Nasal Spray
Initial U.S. Approval: 1996

INDICATIONS AND USAGE

PATANASE® Nasal Spray is an H1 receptor antagonist indicated for the
relief of the symptoms of seasonal allergic rhinitis in adults and children 6
years of age and older. (1)

DOSAGE AND ADMINISTRATION
For intranasal use only.

Recommended dosages:
e Adults and adolescents 12 years: Two sprays per nostril twice daily.
(2.1)

e Children 6 to 11 years: One spray per nostril twice daily. (2.2)

Priming Information: Prime PATANASE® Nasal Spray before initial use and
when PATANASE® Nasal Spray has not been used for more than 7 days.
(2.3)

DOSAGE FORMS AND STRENGTHS
Nasal spray 0.6%: 665 mcg of olopatadine hydrochloride in each
100-microliter spray. (3) Supplied as a 30.5 g bottle containing 240 sprays.

CONTRAINDICATIONS
None.

WARNINGS AND PRECAUTIONS

e Epistaxis, nasal ulceration, and nasal septal perforation. Monitor patients
periodically for signs of adverse effects on the nasal mucosa. Discontinue
if ulcerations or perforations occur. Avoid use in patients with nasal disease
other than allergic rhinitis. (5.1)

¢ Avoid engaging in hazardous occupations requiring complete mental
alertness and coordination such as driving or operating machinery when
taking PATANASE® Nasal Spray. (5.2)

¢ Avoid concurrent use of alcohol or other central nervous system
depressants with PATANASE® Nasal Spray. (5.2)

ADVERSE REACTIONS

The most common (>1%) adverse reactions included bitter taste, headache,
epistaxis, pharyngolaryngeal pain, post-nasal drip, cough, and urinary tract
infection in patients 12 years of age and older and epistaxis, headache,
upper respiratory tract infection, bitter taste, pyrexia, and rash in patients 6
to 11 years of age. (6.1)

To report SUSPECTED ADVERSE REACTIONS,
contact Alcon Laboratories, Inc.

at 1-800-757-9195

or FDA at 1-800-FDA-1088

or www.fda.gov/medwatch.
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Budesonide Equal to
Mesalamine in Crohn’s

BY MARY ANN MOON

FROM GASTROENTEROLOGY

udesonide was found noninferi-
B or to, but not better than,

mesalamine for inducing remis-
sion of mildly to moderately active
Crohn’s disease in an international
phase III clinical trial, Dr. Andreas
Tromm and his colleagues reported.

In addition, once-daily dosing with
9 mg of budesonide was as effective as
was the standard regimen of 3-mg dos-
es taken three times daily. “From a clin-
ical practice per-
spective, it would
seem justified to
recommend the
budesonide 9-mg
once-daily regi-
men, since this
would be expect-
ed to improve ad-
herence,” said Dr.
Tromm of Evan-
gelisches Hospital Hattingen (Ger-
many) and his associates (Gastroen-
terology 2011 February [d0i:10.1053/
j-gastro.2010.11.004]).

Recent guidelines from the Euro-
pean Crohn’s and Colitis Organisation
recommend budesonide as more effec-
tive than mesalamine for mildly active,
localized ileocecal Crohn’s disease, and
also recommend that budesonide or
systemic corticosteroids are preferable
for treating moderately active localized
ileocecal disease. Budesonide has a su-
perior adverse effect profile and is bet-
ter able to preserve adrenal function
and bone mass, the authors wrote.

“However, only a single randomized
study [involving only 182 subjects] a
decade ago has directly compared the
efficacy and safety of budesonide ver-
sus mesalamine for the management of
active Crohn’s disease,” they added.
No studies have explored the use of dif-
ferent dosing regimens.

Dr. Tromm and his colleagues per-
formed a double-blind phase III clinical
trial in which adults with mildly to
moderately active Crohn’s disease were
randomly assigned to receive eudragit-
L-coated mesalamine tablets 4.5 g/day
(153 patients), 3-mg budesonide cap-
sules three times per day (79 patients),
or one 9-mg oral budesonide capsule
once daily (77 patients), for 8 weeks.
The study subjects were followed every
2 weeks at 46 gastroenterology clinics.

The mean Crohn’s Disease Activity
Index (CDALI) score was higher in both
budesonide groups than in the
mesalamine group, and both budes-
onide groups had a higher proportion
of patients with CDAI scores over 300.
Also, both budesonide groups had
more patients with extraintestinal man-
ifestations of Crohn’s disease. Other-
wise there were no meaningful differ-
ences among the study groups in
clinical characteristics.

Recent guidelines
recommend budesonide
over mesalamine, but only
a single randomized study
a decade ago has directly
compared the two.

The primary efficacy end point was
clinical remission (a CDAI score of 150
or less) at the conclusion of the trial.
Remission occurred in 70% of the pa-
tients taking budesonide, compared
with 62% of those taking mesalamine.
This difference was not statistically sig-
nificant but did meet the criteria for
noninferiority in effectiveness.

More physicians rated budesonide as
achieving “therapeutic success” or
“therapeutic benefit” than mesalamine,
but this difference also did not reach
statistical significance.

Remission
rates did not dif-
fer significantly
between the
once-daily (67%)
and thrice-daily
(72%) budesonide
groups, nor did
any other effica-
cy end points. “Al-
though tested in
only an exploratory sense, these data
suggest that once-daily or thrice-daily
administration does not affect the effi-
cacy of budesonide,” Dr. Tromm and
his colleagues said.

The subgroup of female patients
demonstrated a greater clinical re-
sponse to budesonide (75% remission)
than to mesalamine (57%). “Whether
this finding reflects a genuine treat-
ment effect remains uncertain, since
other studies of budesonide for active
Crohn’s disease have observed no gen-
der-specific effects,” they noted.

The greatest difference in treatment
response was seen in the subgroups of
patients who had high CDAI scores or
high CRP levels at baseline, indicating
greater severity of inflammation. Sixty-
six percent of patients with high base-
line CDAI scores remitted with budes-
onide, compared with only 49% of
those with high CDAI scores who took
mesalamine. The remission rate was
65% with budesonide for patients with
high baseline CRP levels, compared
with only 52% with mesalamine.

Median time to treatment response
and median time to remission did not
differ among the three treatment
groups. Similarly, the median decrease
in CDAI scores did not differ, and it was
significant with all three of the drug
regimens.

Adverse events occurred in 39% of
patients taking t.i.d. budesonide, 47%
of those taking once-daily budesonide,
and 47% of those taking mesalamine.
The corresponding rates of adverse
events suspected to be drug related
were 10%, 12%, and 7%.

The study was funded by Dr. Falk
Pharma GmbH. Dr. Tromm disclosed
receiving speakers” honoraria and trav-
el funding from Dr. Falk Pharma, and
several authors are employees of the
company, whereas other authors had
no conflicts of interest to disclose. W



