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INDICATIONS AND USAGE

PATADAY™ solution is indicated for the treatment of ocular itching 

associated with allergic conjunctivitis.

CONTRAINDICATIONS

Hypersensitivity to any components of this product.

WARNINGS

For topical ocular use only. Not for injection or oral use.

PRECAUTIONS

Information for Patients

As with any eye drop, to prevent contaminating the dropper tip 

and solution, care should be taken not to touch the eyelids or 

surrounding areas with the dropper tip of the bottle. Keep bottle 

tightly closed when not in use. Patients should be advised not to 

wear a contact lens if their eye is red.

PATADAY™ (olopatadine hydrochloride ophthalmic solution) 

0.2% should not be used to treat contact lens related irritation.

The preservative in PATADAY™ solution, benzalkonium chloride,

may be absorbed by soft contact lenses. Patients who wear soft 

contact lenses and whose eyes are not red, should be instructed 

to wait at least ten minutes after instilling PATADAY™ (olopatadine 

hydrochloride ophthalmic solution) 0.2% before they insert their 

contact lenses.

Carcinogenesis, Mutagenesis, Impairment of Fertility

Olopatadine administered orally was not carcinogenic in mice 

and rats in doses up to 500 mg/kg/day and 200 mg/kg/day,

respectively. Based on a 40 μL drop size and a 50 kg person, these 

doses were approximately 150,000 and 50,000 times higher than 

the maximum recommended ocular human dose (MROHD). No 

mutagenic potential was observed when olopatadine was tested 

in an in vitro bacterial reverse mutation (Ames) test, an in vitro

mammalian chromosome aberration assay or an in vivo mouse 

micronucleus test. Olopatadine administered to male and female 

rats at oral doses of approximately 100,000 times MROHD level 

resulted in a slight decrease in the fertility index and reduced 

implantation rate; no effects on reproductive function were 

observed at doses of approximately 15,000 times the MROHD 

level.

Pregnancy:

Teratogenic effects: Pregnancy Category C

Olopatadine was found not to be teratogenic in rats and rabbits.

However, rats treated at 600 mg/kg/day, or 150,000 times the 

MROHD and rabbits treated at 400 mg/kg/day, or approximately 

100,000 times the MROHD, during organogenesis showed a 

decrease in live fetuses. In addition, rats treated with 600 mg/

kg/day of olopatadine during organogenesis showed a decrease 

in fetal weight. Further, rats treated with 600 mg/kg/day of 

olopatadine during late gestation through the lactation period 

showed a decrease in neonatal survival and body weight.

There are, however, no adequate and well-controlled studies 

in pregnant women. Because animal studies are not always 

predictive of human responses, this drug should be used in 

pregnant women only if the potential benefit to the mother justifies 

the potential risk to the embryo or fetus.

Nursing Mothers:

Olopatadine has been identified in the milk of nursing rats 

following oral administration. It is not known whether topical 

ocular administration could result in sufficient systemic absorption 

to produce detectable quantities in the human breast milk.

Nevertheless, caution should be exercised when PATADAY™ 

(olopatadine hydrochloride ophthalmic solution) 0.2% is 

administered to a nursing mother.

Pediatric Use:

Safety and effectiveness in pediatric patients below the age of 3 

years have not been established.

Geriatric Use:

No overall differences in safety and effectiveness have been 

observed between elderly and younger patients.

ADVERSE REACTIONS

Symptoms similar to cold syndrome and pharyngitis were reported 

at an incidence of approximately 10%.

The following adverse experiences have been reported in 5% or 

less of patients:

Ocular: blurred vision, burning or stinging, conjunctivitis, dry eye,

foreign body sensation, hyperemia, hypersensitivity, keratitis, lid 

edema, pain and ocular pruritus.

Non-ocular: asthenia, back pain, flu syndrome, headache,

increased cough, infection, nausea, rhinitis, sinusitis and taste 

perversion.

Some of these events were similar to the underlying disease 

being studied.

DOSAGE AND ADMINISTRATION 

The recommended dose is one drop in each affected eye once 

a day.

HOW SUPPLIED

PATADAY™ (olopatadine hydrochloride ophthalmic solution) 

0.2% is supplied in a white, oval, low density polyethylene 

DROP-TAINER® dispenser with a natural low density polyethylene 

dispensing plug and a white polypropylene cap. Tamper evidence 

is provided with a shrink band around the closure and neck area 

of the package.

NDC 0065-0272-25

2.5 mL fill in 4 mL oval bottle

Storage:  

Store at 2°C to 25°C (36°F to 77°F)
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Day-Care Infections Up Short Term, Down Later
B Y  M A RY  A N N  M O O N

FROM THE ARCHIVES OF PEDIATRICS

AND ADOLESCENT MEDICINE

C
hildren who attend large day-care
programs before age 2 1/2 years
show a short-term increase in the

number of infections they acquire but
are protected against infections during
the elementary school years. 

“This study provides reassuring
evidence for parents that their choices
regarding child care (group size and age
at enrollment) should not have a major
effect on the health of their children
from a long-term perspective, at least
regarding respiratory tract infections,
gastrointestinal tract infections, and ear
infections,” said Sylvana M. Côté, Ph.D.,
of the department of social and preven-
tive medicine, Ste-Justine Hospital,
Montreal, and her associates.

“Physicians may reassure parents
whose children initiate large group child
care early that their child’s experiencing
infections is temporary and is likely to
provide them with greater immunity
during the elementary school years,”
they noted. 

Dr. Côté and her colleagues
performed what they described as the
first prospective, population-based study

to examine the associations between
different day-care experiences and three
types of infections from early preschool
age through mid-elementary school age.
They used data from the Quebec
Longitudinal Study of Child Develop-
ment to follow a representative sample
of 1,238 study subjects every year from
5 months of age in 1998 through 8 years
of age in 2006. 

The researchers statistically controlled
for potentially confounding variables
such as maternal education level,
maternal health status, low birth weight,
breastfeeding status, ethnicity, and family
size. 

In all, 244 children (approximately
20%) were cared for at home and did not
attend day care of any size before en-
rolling in school. An additional 402 chil-
dren (32%) attended a small, home-based
day-care program for 3-8 children
younger than age 2 1/2, while 249 (20%)
attended a large day-care program (up to
10 groups of 8-12 children per “class”)
before age 2 1/2. The remaining children
attended either small or large day-care
programs after age 2 1/2. 

Compared with home-cared children,
those who started large day-care
programs early in their preschool years
had higher rates of respiratory and ear

infections around the time they enrolled.
However, they did not have higher rates
of respiratory and ear infections at ages
3-4. More important, they had lower
rates of such infections during the
elementary school years, a time “when
absenteeism carries more important con-
sequences,” the investigators said (Arch.
Pediatr. Adolesc. Med. 2010;164:1132-7). 

Children who started large day-care
programs later in their preschool years
had higher rates of respiratory and ear
infections at that time, but did not differ
from home-cared children at any other
time. 

Children who started small day-care
programs in either their early preschool
years or late preschool years did not
differ from home-cared children at any
time. It thus appears that large day-care
programs protect against future infec-
tions while small programs do not,
perhaps because the large programs
“provide exposure to a larger number of
serotypes (and infectious agents) and …

this wider exposure is necessary for
preschoolers to acquire immunity,” Dr.
Côté and her associates said.

Day care was not associated with
gastrointestinal infections at any develop-
mental period. 

When the data were analyzed across
the entire study period up to age 8 years,
there was no difference in the overall
number of infections between children
who attended only home care before
elementary school and children who
attended either type of day care before
elementary school. 

This study was supported by the
government of Quebec, Fondation
Chagnon, Fond Québécois de la
Recherche sur la Société et la Culture,
Fonds pour la Recherche en Santé du
Québec, Social Science and Humanities
Research Council of Canada, Canadian
Institutes for Health Research, Ste-
Justine Hospital’s Research Center, and
the University of Montreal. No financial
conflicts of interest were reported. ■

Let Fungus Type, Site of
Infection Drive Tx Decision

B Y  L A I R D  H A R R I S O N

EXPERT ANALYSIS FROM A 

PEDIATRIC UPDATE 

LAS VEGAS – Competition among
large retailers is bringing down the 
cost of terbinafine, but griseofulvin is 
still better for many fungal infections,
according to Dr. Lawrence F. Eichenfield.

The ideal prescription depends on the
type of fungus and the site of the
infection, Dr. Eichenfield, chief of
pediatric and adolescent dermatology at
the University of
California, San
Diego, said at the
update, sponsored
by the American
Academy of Pedi-
atrics California
Chapter 9. 

Topical medica-
tions alone can
seldom cure tinea
capitis because the fungus finds protec-
tion inside hair follicles, but he advised
using them in combination with
systemic drugs.

Signs of tinea capitis include scaling,
pustules, kerion, black dots, alopecia,
adenopathy, and autoeczematization
(also known as id reaction). The condi-
tion can resemble seborrheic dermati-
tis, psoriasis, folliculitis, and other
diseases. 

“So it’s worth doing a routine
culture,” said Dr. Eichenfield, adding
that it’s fairly easy to obtain a specimen
with a toothbrush, cotton swab, or
bacterial culturette. 

The most common culprit is
Trichophyton tonsurans, spread by human
contact. The second most common

cause is Microsporum canis, spread by
cats.

Family coinfection can contribute to
treatment failure, so inquire about tinea
capitis and tinea corporis in other
affected family members and pets, said
Dr. Eichenfield. Standard therapy for
tinea capitis is microsized griseofulvin
(20 mg/kg) for 6-8 weeks, he advised.

The only other approved drug is
terbinafine granules, and these are hard
to obtain, he said, but itraconazole and
fluconazole might work. 

Particularly if
griseofulvin fails,
Dr. Eichenfield
r e c o m m e n d e d
terbinafine 4-8
mg/kg per day for
4 weeks. But one
study found that
griseofulvin was
much better than
terbinafine for M.

canis ( J. Am. Acad. Dermatol. 2008;59:41-
54). 

The same organisms, along with T.
rubrum and T. mentagrophytes, can cause
tinea corporis. Patients present with red
scaling plaque, often with an active
border. Central clearing may give the
lesions a ring shape. They can be treated
with topical drugs, including clotrima-
zole, econazole, oxiconazole, ciclopirox,
terbinafine, and ketoconazole. 

Systemic treatment should be reserved
for extensive disease or special circum-
stances, such as for wrestlers. The best
systemic treatment is griseofulvin, 15-20
mg/kg (5-10 mg/kg ultramicrosize), he
said.

Dr. Eichenfield said he had no relevant
financial disclosures. ■

‘So it’s worth
doing a routine
culture’ for tinea
capitis. 

DR. EICHENFIELD


