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BRIEF SUMMARY
Rx ONLY
INDICATIONS AND USAGE: Naftin®

Cream, 1% is indicated for the topical
treatment of tinea pedis, tinea cruris,
and tinea corporis caused by the organ-
isms Trichophyton rubrum, Trichophyton
mentagrophytes, and Epidermophyton
floccosum.  Naftin® Gel, 1% is indicated
for the topical treatment of tinea pedis,
tinea cruris, and tinea corporis caused
by the organisms Trichophyton rubrum,
Trichophyton mentagrophytes,
Trichophyton tonsurans*,
Epidermophyton floccosum*. *Efficacy
for this organism in this organ system
was studied in fewer than 10 infections. 

CONTRAINDICATIONS: Naftin® Cream
and Gel, 1% are contraindicated in 
individuals who have shown hypersensi-
tivity to any of their components.  
WARNINGS: Naftin® Cream and Gel, 
1% are for topical use only and not for
ophthalmic use. 

PRECAUTIONS: General: Naftin® Cream
and Gel, 1%, are for external use only.
If irritation or sensitivity develops with
the use of Naftin® Cream or Gel, 1%,
treatment should be discontinued 
and appropriate therapy instituted.
Diagnosis of the disease should be 
confirmed either by direct microscopic
examination of a mounting of infected
tissue in a solution of potassium 
hydroxide or by culture on an 
appropriate medium. Information for
patients: The patient should be told to: 
1. Avoid the use of occlusive dressings
or wrappings unless otherwise directed
by the physician. 2. Keep Naftin® Cream
and Gel, 1% away from the eyes, nose,
mouth and other mucous membranes.  

Manufactured for Merz Pharmaceuticals Greensboro, NC 27410
© 2005 Merz Pharmaceuticals  Rev 5/04

gel cream

Carcinogenesis, mutagenesis,
impairment of fertility: Long-term 
studies to evaluate the carcinogenic
potential of Naftin® Cream and Gel, 1%
have not been performed.  In vitro and
animal studies have not demonstrated
any mutagenic effect or effect on fertility.

Pregnancy: Teratogenic Effects:
Pregnancy  Category B: Reproduction
studies have been performed in rats 
and rabbits (via oral administration) at
doses 150 times or more than the 
topical human dose and have revealed
no evidence of impaired fertility or
harm to the fetus due to naftifine.
There are, however, no adequate and
well-controlled studies in pregnant
women.  Because animal reproduction
studies are not always predictive of
human response, this drug should be
used during pregnancy only if clearly
needed. 

Nursing mothers: It is not known
whether this drug is excreted in human
milk. Because many drugs are excreted
in human milk, caution should be 
exercised when Naftin® Cream or Gel,1%
are administered to a nursing woman.  
Pediatric use: Safety and effectiveness 
in pediatric patients have not been
established. 

ADVERSE REACTIONS: During clinical 
trials with Naftin® Cream, 1%, the 
incidence of adverse reactions was as 
follows: burning/stinging (6%), dryness
(3%) erythema (2%), itching (2%), local
irritation (2%).  During clinical trials

with Naftin® Gel, 1%, the incidence of
adverse reactions was as follows: 
burning/stinging (5.0%), itching (1.0%),
erythema (0.5%), rash (0.5%), skin 
tenderness (0.5%). 

Keeping Children Home Is Often Not Justified
B Y  D I A N A  M A H O N E Y

B O S T O N —  Conjunctivitis: It’s red, it’s
itchy, it’s crusty, but it is not—repeat
NOT—cause for automatic exclusion
from day care or school, according to the
latest edition of the American Academy
of Pediatrics’ “Managing Infectious Dis-
eases in Child Care and Schools.”

The rationale behind this seemingly
revolutionary recommendation is the
fact that neither treatment nor exclusion
of children with conjunctivitis from
group settings reduces the spread of in-
fection, Dr. Laura A. Jana said at the an-
nual meeting of the American Academy
of Pediatrics. 

“Multiple studies have shown that
most viruses are spread by children who
seem well, which means that exposure
happens before the school or day care fa-
cility can make the first phone call for the
child to be picked up,” said Dr. Jana, a pe-
diatrician and owner of a child care fa-
cility in Omaha, Neb. 

So while conventional wisdom says
that automatically excluding kids with
conjunctivitis, fever, and stomachaches
will prevent the spread of these infec-
tions, “the evidence doesn’t back this
up,” she said, noting that “hand and sur-
face hygiene continue to be the best way

to reduce infections in group care.”
Unfortunately, despite the existence

of evidence-based national exclusion
guidelines published in 2002 by the AAP
and the American Public Health Associ-
ation and other organizations, “conven-
tional wisdom” often trumps evidence in
exclusion decisions. 

“Many children are excluded from
school and child care when they should
not be and some children who meet
guideline exclusion criteria remain in
school and child care, possibly exposing
other children to illness and diverting care-
givers’ attention from other, healthy chil-
dren while tending to sick children,” ac-
cording to Dr. Jana. Too often, children
with nonbacterial conjunctivitis, mild
stomachaches, runny noses, and ring-
worm are being sent home unnecessarily.

The confusion regarding exclusion is
understandable, said Dr. Jana. Unlike
the best-practice guidelines issued in
2002 by the AAP and others, state
guidelines for exclusion from child care
or school lack detail, are not based on
medical evidence, and vary consider-
ably by state. “Most states do not re-
quire center and school policies to fol-
low national guidelines, and individual
exclusion policies must only comply
with state licensing, which means chil-

dren are often excluded for harmless
conditions,” she said. The conse-
quences of inappropriate exclusion
policies and practices, she added, in-
clude excess health care visits, antibi-
otic-seeking behavior, and lost work
and school time.

The one exclusion criterion from the
national guidelines that is excluded most
frequently, according to Dr. Jana, is the
directive that a child should be excluded
if the illness prevents him or her from
participating comfortably in activities.
“This child should really be at home,”
she said. “Additionally, a child should be
excluded from school or day care if the
illness results in greater care than the
staff can provide,” she noted, or if the ill-
ness poses a risk of spreading a harmful
disease to others. (See box.)

The common cold, for example, does
not warrant exclusion, “unless the child is
too uncomfortable to participate in rou-
tine daily activities,” Dr. Jana said.

The updated “Managing Infectious
Diseases in Child Care and Schools” (Elk
Grove Village, Ill.: American Academy of
Pediatrics, 2008), also recommends
against exclusion for the following con-
ditions that often incite red flags, ac-
cording to Dr. Jana:
� Hand, foot, and mouth disease. “Chil-
dren should not be excluded unless they
have sores in their mouth with drooling
or if the rash is associated with fever or
behavior change,” Dr. Jana explained. 
� Fifth disease. Because there is little
virus present when the rash appears.
� Draining skin infection, including
methicillin-resistant Staphylococcus au-
reus (MRSA). “Because of the media at-
tention surrounding MRSA, there’s a lot
of anxiety about this, but the reality is,
these children should be excluded only if
the infection is accompanied by fever,
pain, or behavior change,” said Dr. Jana.

“There is no need for the caregiver to re-
quest a culture, because it won’t affect
how the infection will be handled. Some
kids without symptoms have MRSA, and
there is no good way to eradicate the
germ yet.” 
� Diarrhea. According to the revised
guidelines, diapered children with diar-
rhea may remain in care if the diarrhea is
contained in the diaper and the child has
no more than two stools above normal.
Children who are able to use the toilet
may remain in care with good hand wash-
ing, as long as they don’t have accidents.
“Exclusion is appropriate for children
with blood in their stool not explained by
medication, hard stool, or diet,” she said.
� Vomiting. The guidelines recommend
exclusion for a child who has had two or
more episodes of vomiting in the previ-
ous 24 hours and continuing exclusion
until the vomiting resolves or it is deter-
mined the cause is not contagious.
� Fever. “Children with fever should not
be excluded automatically, unless the
fever is accompanied by behavior change
or other signs or symptoms of illness,”
said Dr. Jana. The exception to this is chil-
dren younger than 4 months old with un-
explained fever.
� Respiratory illness. Most respiratory
illnesses do not require exclusion; how-
ever, a child with persistent coughing or
trouble breathing should be evaluated for
pneumonia, asthma, or serious respira-
tory infection, such as whooping cough,
Dr. Jana noted.
� Earache, no fever. “This child should
be excluded if he or she requires more
care than the staff can reasonably pro-
vide,” said Dr. Jana. 
� Lice. “Lice are a nuisance, but they’re
not a health hazard,” she said. “Children
with lice should be excluded, but they
don’t have to be sent home right away. It
can wait until the end of the day.” ■

With the exception of the noted
updates, most of the exclusion

criteria outlined in the revised “Man-
aging Infectious Diseases in Child
Care and Schools” are consistent
with the national illness exclusion
guidelines published in 2002. These
include: 
� Tuberculosis, until an appropriate
health care provider or health official
certifies that the child is in appropri-
ate therapy and can attend care. 
� Impetigo, until 24 hours after
treatment has been initiated. 
� Chickenpox until all sores have
dried and crusted (usually 6 days). 
� Mumps, until 9 days after an onset
of parotid gland swelling.
� Hepatitis A virus, until 1 week af-
ter an onset of illness or jaundice or
as directed by the health department.
� Measles, until 4 days after rash on-
set.
� Rubella, until 6 days after rash on-
set.

� Fever, when accompanied by be-
havior changes or other symptoms. 
� Diarrhea. 
� Blood in the stool not explained by
dietary change, medication, or hard
stool. 
� Vomiting two or more times in a
24-hour period. 
� Body rash with fever. 
� Sore throat with fever and swollen
glands or mouth sores with drooling.
� Severe coughing with the child get-
ting red or blue in the face or making
a high-pitched whooping sound after
coughing. 
� Persistent abdominal pain (more
than 2 hours) or intermittent pain
with other signs and symptoms. 
� Signs of severe illness such as irri-
tability, unusual tiredness, or needi-
ness that compromises caregivers’
ability to care for other children. 
� Uncontrolled coughing or wheez-
ing, continuous crying, or difficulty
breathing.

Revised ‘When to Exclude’ Criteria




