
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 
patients 12 years of age and older. (1)

DOSAGE AND ADMINISTRATION
For intranasal use only.

The recommended dose of PATANASE Nasal Spray in patients 
12 years and older is two sprays per nostril twice daily. (2)

Priming Information: Prime PATANASE Nasal Spray before initial 
use and when PATANASE Nasal Spray has not been used for 
more than 7 days. (2.2)

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
•  Epistaxis, nasal ulceration, and nasal septal perforation. Monitor 

patients periodically for signs of adverse effects on the nasal 
mucosa. Avoid use in patients with nasal disease other than 
allergic rhinitis. (5.1)

•  Avoid engaging in hazardous occupations requiring complete 
mental alertness 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 adverse reactions (>1%) included bitter taste, 
headache, epistaxis, pharyngolaryngeal pain, post-nasal drip, 
cough, and urinary tract infection. (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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10 INFECTIOUS DISEASES A P R I L  2 0 0 9  •  P E D I AT R I C  N E W S

In this era of
increased hes-
itancy about

immunization,
it’s important for
us to be as edu-
cated as possible
about the vac-

cines we’re giving—including their true
possible adverse effects—and to be will-

ing to share that information with our
patients and their families. 

There’s been a lot of press lately about
adverse effects associated with the four-
valent human papillomavirus vaccine
(HPV4, Gardasil). Some of these reports
are accurate, but many are not. Practi-
tioners are better prepared to talk to
families about this and other vaccines if
they are well informed themselves. 
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Lying Down for Vaccinations
To date, more than 20 million doses

of HPV4 vaccine have been adminis-
tered. Between June 30, 2006, and Au-
gust 31, 2008, a total of 10,346 adverse
events following receipt of HPV4 vac-
cine were reported to the Vaccine Ad-
verse Events Reporting System
(VAERS). The number sounds high, but
if you do the math, this is much less
than 1% and the vast majority are non-
serious events. 

There have been 27 reported deaths
from a variety of causes including acute
myocarditis, influenza B, pulmonary em-
bolism, drug overdose, and diabetic ke-
toacidosis. To date, no clustering by age
group, onset interval, dose number, or
clinical conditions has been noted that
preceded or caused death. 

Dizziness and syncopal events associ-
ated with HPV4 immunization are
among the events that practitioners
should be aware of. The fact that faint-
ing is associated with a medical event is
not surprising because most vasovagal
events follow some type of trigger, such
as the sight of blood or some other type
of emotionally stressful event.

Fainting events are most often noted
in adolescents and young adults. One
study that looked at a medical student
population found that 3% of men and
3.5% of women had experienced a vaso-
vagal event in the past. It would not be
surprising then that fainting following
vaccination occurs, particularly among
adolescents and young adults. 

There is no clear evidence that faint-
ing is more common following HPV4
vaccine than any other vaccine. 

Indeed, an increase in syncope re-
ported to VAERS between 2005 and 2007
coincided with the licensure and rec-
ommendation of other vaccines often
given during adolescence, including
meningococcal conjugate vaccine
(MCV4) and the adolescent/adult ver-
sion of the tetanus/diphtheria/acellular
pertussis vaccine (Tdap), in addition to
the HPV4 vaccine.

Although HPV4 vaccine was the most
frequently reported vaccine associated
with syncope when only one vaccine
was given (52%), that is likely due to the
fact that three doses of this vaccine are
given (as opposed to one each for MCV4
and Tdap), as well as to the increased
publicity and media attention sur-
rounding HPV4 vaccine. 

A subsequent active surveillance eval-
uation done by the Centers for Disease
Control and Prevention using the Vac-
cine Safety Datalink (VSD) derived from
managed care data for 3% of the U.S.
population did not detect a “safety sig-
nal” for syncope among 377,960 admin-
istered doses of HPV4 vaccine. 

How should practitioners use this in-
formation? Ask your patients before im-
munization or blood draw if they have
ever fainted. If they have, ask if they ex-
perienced a particular prodrome. Indi-
viduals who have had syncopal episodes
usually have an excellent idea of what
prodromal symptoms to expect. Most

can articulate the warning signs pretty
well, describing visual disturbances,
buzzing in the ears, lightheadedness,
sweating, and nausea. 

Importantly, one can prevent virtual-
ly 100% of these episodes by having pa-
tients lie down and elevate their legs
while they receive the injection. 

Emergency departments have
learned these lessons well and routine-
ly advise against letting parents stand
while watching their children being su-
tured, or letting patients stand for
venipunctures. 

Even for patients who have never had
a syncopal event, having them sit or lie
down in your office for 15 minutes after
receiving the vaccine is recommended.

The CDC’s Advisory Committee on
Immunization Practices in 2006 recom-
mended that all recipients of all vaccines
be observed for 15 minutes after vacci-
nation (MMWR 2006;55[RR15]:1-48), al-
though HPV4 vaccine is the only one to
also contain the 15-minute wait recom-

mendation in its package label, per the
Food and Drug Administration.

The timing recommendation comes
from analysis of 41 syncope reports fol-
lowing immunization during January
2005-July 2007 where secondary injuries
occurred. The time from vaccination to
syncope onset was less than 5 minutes in
49% and less than 15 minutes in 80% of
the reports. 

The 15-minute waiting period is in-
tended to prevent serious injury associ-
ated with falling due to the vasovagal
event, which has been linked to at least
one documented death. 

The CDC is now beginning a survey
of providers to assess their attitudes
about and adherence to this recom-
mendation. 

The bottom line: HPV4 appears safe
and effective. Fainting can occur with
any vaccine, but be particularly alert to
this in the teenage population. It can be
averted in those who are known to be
prone to vasovagal events by having the
patient lie down for blood draws and
shots. It is expected that most injuries
can be avoided with the use of a waiting
period following vaccine receipt. ■

DR. JACKSON is chief of pediatric
infectious diseases at Children’s Mercy
Hospital, Kansas City, Mo., and professor
of pediatrics at the University of Missouri-
Kansas City. Write to Dr. Jackson at
pdnews@elsevier.com. She has no
financial relationships with Merck or the
manufacturers of other vaccines discussed
in this column. 

Ask your patients before
immunization or blood draw 
if they have ever fainted. 
If they have, ask if 
they experienced a 
particular prodrome.




