
DESCRIPTION: Keralac™ CREAM is a keratolytic emollient, which is a gentle, yet potent, tissue softener for
nails and/or skin. Each gram of Keralac™ CREAM contains 50% Urea, acrylates/acrylamide copolymer, car-
bomer interpolymer A, edetate disodium, glycerin, lactic acid, mineral oil, polysorbate 85, purified water, stearic
acid, vitamin E and zinc pyrithione.
Urea is a diamide of carbonic acid with the following chemical structure:
CLINICAL PHARMACOLOGY: Urea gently dissolves the intercellular matrix,
which results in loosening the horny layer of skin and shedding scaly skin
at regular intervals, thereby softening hyperkeratotic areas. Urea also
hydrates and gently dissolves the intercellular matrix of the nail plate, which can result in the softening and even-
tual debridement of the nail plate. 
PHARMACOKINETICS: The mechanism of action of topically applied Urea is not yet known.
INDICATIONS AND USES: For debridement and promotion of normal healing of hyperkeratotic surface lesions,
particularly where healing is retarded by local infection, necrotic tissue, fibrinous or purulent debris or eschar. Urea
is useful for the treatment of hyperkeratotic conditions such as dry, rough skin, dermatitis, psoriasis, xerosis,
ichthyosis, eczema, keratosis pilaris, keratosis palmaris, keratoderma, corns and calluses, as well as damaged,
devitalized and ingrown nails.
CONTRAINDICATIONS: Known hypersensitivity to any of the listed ingredients.
WARNINGS: For external use only. Avoid contact with eyes, lips or mucous membranes.
PRECAUTIONS: This medication is to be used as directed by a physician and should not be used to treat any 
condition other than that for which it was prescribed. If redness or irritation occurs, discontinue use.
PREGNANCY: Pregnancy Category B. Animal reproduction studies have revealed no evidence of harm to the fetus,
however, there are no adequate and well-controlled studies in pregnant women. Because animal reproductive stud-
ies are not always predictive of human response, Keralac™ CREAM should be given to a pregnant woman only
if clearly needed.
NURSING MOTHERS: It is not known whether or not this drug is secreted in human milk. Because many drugs are
secreted in human milk, caution should be exercised when Keralac™ CREAM is administered to a nursing woman.

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH OF CHILDREN.
ADVERSE REACTIONS: Transient stinging, burning, itching or irritation may occur and normally disappear on dis-
continuing the medication.
DOSAGE AND ADMINISTRATION: Apply Keralac™ CREAM to affected skin twice per day, or as directed by a
physician. Rub in until completely absorbed. Apply to diseased or damaged nail tissue twice per day, or as direct-
ed by a physician. 
HOW SUPPLIED: Keralac™ is supplied as:
Keralac™ (50% Urea) CREAM 9 oz (255 g) tube, NDC 10337-658-09, 5 oz (142 g) tube, NDC 10337-658-05
Also available:
Keralac™ (35% Urea) LOTION 7 oz (207 mL) bottle, NDC 10337-663-49, 11 oz (325 mL) bottle, NDC 10337-663-11
Keralac™ (50% Urea) NAIL GEL 18 mL (0.6 oz) bottle, NDC 10337-659-15

Store at controlled room temperature 15˚-30˚ C (59˚-86˚ F).Protect from freezing.
Manufactured for:
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pendently, said Dr. Goldberg, director of
laser research at the Mount Sinai School of
Medicine, New York.

In most practices, however, there is an
agency relationship between the doctor
and staff, in which the physician directs the
salaried staff in their duties and thereby
takes on a much greater liability if some-
thing goes wrong.

In cases such as those, one of the most
important ways of keeping liability in
check is by making sure to have an all-im-
portant scope of duty documents for
workers.

“If you have people working in your of-
fice, you must have—in print—a detailed
description of the scope of duties per-
taining to those staff members,” Dr. Gold-
berg stressed. “Not just for your sake, but
for the physician extender’s sake.”

The document establishes not only
what an assistant’s duties are, but also
what they are not. If a scope-of-duty
manual indicates an assistant can per-
form laser hair removal, for instance, and
the assistant arbitrarily does laser treat-
ment for tattoos not included in the scope
of duty and something goes wrong, the
assistant can be sued, but the physician
might not be liable, because the proce-

dure was outside the scope of duty, Dr.
Goldberg said.

While state legislation plays a signifi-
cant role in determining which duties can
and cannot be performed, conflicts can
exist between what medical boards and
nursing boards allow.

In New Jersey, for instance, only physi-
cians as defined by the medical board can
do laser treatments, whereas the nursing
board says registered nurses can do laser
treatment. Many cases are resolved, how-
ever, if the RN works in a physicians’
practice, because the medical board ruling
trumps the nursing board ruling in such
circumstances.

Some of the most common complica-
tions in dermatologic procedures that re-
sult in lawsuits include erythema, hy-
popigmentation, infections, scarring,
foreign-body reactions from fillers, and
noneffective cooling in intense pulsed
light treatment.

There is, of course, some element of
risk in nearly all dermatologic proce-
dures, but failure to inform patients of
that potential for risk leaves the door
wide open for a malpractice suit regard-
less of whether the physician was at fault,
Dr. Goldberg said.

Assistants Raise Liability Issues
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Physician Assistants Help Fill

Provider Gaps in Dermatology

B Y  M I C H E L E  G. S U L L I VA N
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S T.  L O U I S —  Physician assistants are
playing an increasingly large role in der-
matology practices, providing both direct
patient care and ancillary services that free
the dermatologist to see more patients.

“Over the past 2 decades, we’ve seen
substantial growth in the
number of patients seek-
ing dermatology care, but
at the same time, the num-
ber of residents entering
derm training programs
has remained stagnant,”
Emily P. Tierney, M.D., said
at the annual meeting of
the Society of Investiga-
tional Dermatology. “PAs
and [nurse-practitioners]
have been well-poised to
take advantage of these op-
portunities, as they are able
to move into a dermatol-
ogy practice and with a couple of months
of on-the-job training, see patients with
limited physician supervision.”

Dermatologists have been struggling
for several years with their workloads, Dr.
Tierney said. A 2004 study noted that
one-third of practices were seeking one
or more new associates, and of that
group, one-third were seeking two or
more new associates.

A 2002 study noted the impact these
vacancies have on patient care. “The pa-
tient waiting time [for an appointment]
was 53 days for dermatology practices
with vacancies, compared to 28 days for
those without vacancies—and the mean
time to filling those vacancies was about
16 months.”

PAs have been particularly useful in eas-
ing these provider shortages, said Dr. Tier-
ney of Brigham and Women’s Hospital,
Boston. “They are popular because they
are highly cost effective and work with der-
matologists in a cooperative environment,
where they are not competitors.” The
number of PAs in dermatology has in-
creased by 49% over the past 2 years,
while the number of medical doctors in
dermatology has increased by only 2%. In
1993, there were only 6 PAs in dermatol-
ogy practices; in 2004, there were more
than 1,600.

“In 2003, PAs saw 2.9 million dermatol-
ogy patients each year. That is equivalent
to 1 in every 32 visits.” PAs are seeing an

average of 22 patients per day, compared
with 35-40 patients per day seen by der-
matologists, she said. 

The 2002 Dermatology Practice Profile
Survey by the American Academy of Der-
matology concluded that large and multi-
specialty practices are most likely to use a
PA as a physician extender. More than 51%
of dermatologists in these practices re-

ported using PAs, while only
about 35% of private solo
practices or small groups
employed them

These different practices
also used PAs in different
ways, Dr. Tierney said. “In
larger practices, over 90% of
the PAs are used to evaluate
and treat medical dermatol-
ogy patients. In the smaller
practices, their primary
function seems to be assist-
ing with cosmetics, and an-
cillary and administrative
duties, thus allowing the

physician to see more patients.”
The survey also contained information

about another interesting trend, she said.
Dermatologists are performing more and
more cosmetic procedures in the office, and
those who spend a lot of time on cosmet-
ics are much more likely to hire a PA or NP. 

“Among dermatologists who do 10 or
more hours a week of cosmetics, 74% had
a PA or NP, compared with only 26% of
those who do less than 10 hours per week
of cosmetics,” Dr. Tierney said.

The number of noncosmetic proce-
dures, like Mohs’ surgery, wasn’t affected
by the presence of a physician extender,
however. 

“This implies that the physician exten-
der is actually doing the cosmetic proce-
dure, or that having one allows the der-
matologist to leverage other treatments to
the extender, so the physician can focus on
the cosmetics,” she said. ■

The advent of HIPAA throws a whole
new set of patient-physician confidential-
ity regulations into the mix that pertain to
physician extenders and cosmetic proce-
dures. However, the ways the act will play
out in the legal arena have yet to be seen,
Dr. Goldberg said.

“We don’t know what’s required yet, be-
cause it’s all going to be determined by
case law,” he said.

In addition to new HIPAA laws, physi-
cians can expect to encounter a general
increase in regulations as more extenders

become involved in procedures in the
clinical setting and, particularly, outside
the setting.

High-profile cases of complications in
settings such as spas and laser clinics using
unsupervised and inadequately trained
staff will only result in tighter regulations,
Dr. Goldberg said.

“The trend is there will be more physi-
cian extenders, resulting in more society
guidelines and more state regulation.”

The SDEF and this newspaper are whol-
ly owned subsidiaries of Elsevier. ■

‘Among
dermatologists
who do 10 or
more hours a
week of
cosmetics, 74%
had a PA or NP,
compared with
only 26% of those
who do less.’
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Oh
Canada!

We’ll bring you coverage from the
Canadian Dermatology Association’s
annual conference.
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