
BRIEF SUMMARY

For Dermatologic Use Only–Not for Ophthalmic, Oral, or Intra   vaginal Use
Rx only
CONTRAINDICATIONS
FINACEA® Gel, 15%, is contraindicated in individuals with a history of hypersensitivity to propylene glycol or
any other component of the formulation.

WARNINGS
FINACEA® Gel, 15%, is for dermatologic use only, and not for ophthalmic, oral, or intravaginal use.

There have been isolated reports of hypopigmentation after use of azelaic acid. Since azelaic acid has not 
been well studied in patients with dark complexion, these patients should be monitored for early signs of 
hypo pigmentation.

PRECAUTIONS
General: Contact with the eyes should be avoided. If sensitivity or severe irritation develops with the use 
of FINACEA® Gel, 15%, treatment should be discontinued and appropriate therapy  instituted. The safety 
and efficacy of FINACEA® Gel, 15%, has not been studied beyond 12 weeks.

Information for Patients: Patients using FINACEA® Gel, 15%, should receive the following 
information and instructions:

® Gel, 15%, is to be used only as directed by the physician.
® Gel, 15%, is for external use only. It is not to be used orally, in tra vaginally, or for 

the eyes.

a soft towel before applying FINACEA® Gel, 15%. Avoid alcoholic cleansers, tinctures, and   astringents, 
abrasives, and peeling agents.

® Gel, 15%, with the mouth, eyes and other mucous membranes. If it does 
come in contact with the eyes, wash the eyes with large amounts of water and consult a physician if 
eye irritation persists.

® Gel, 15%. 
® Gel, 15%, has dried.

® Gel, 
15%, usually during the first few weeks of treatment. If irritation is excessive or persists, use 
of FINACEA® Gel, 15%, should be discontinued, and patients should consult their physician 

Drug Interactions: There have been no formal studies of the interaction of FINACEA® Gel, 15%, 
with other drugs.

Carcinogenesis, Mutagenesis, Impairment of Fertility: Long-term animal studies have not been 
performed to evaluate the carcinogenic potential of FINACEA® Gel, 15%. Azelaic acid was not mutagenic 
or clastogenic in a battery of in vitro

in vivo

performance in male or female rats. 

Pregnancy: Teratogenic Effects: Pregnancy Category B

There are no adequate and well-controlled studies of topically administered azelaic acid in pregnant 
women. The experience with FINACEA® Gel, 15%, when used by pregnant women is too limited to 
permit assessment of the safety of its use during pregnancy.

rabbits, and cynomolgus monkeys. Azelaic acid was administered during the period of organogeneisis 
in all three animal species. Embryotoxicity was observed in rats, rabbits, and monkeys at oral doses of 
azelaic acid that generated some maternal toxicity. Embryotoxicity was observed in rats given 

effects were observed in the oral embryofetal developmental studies conducted in rats, rabbits, and 
cynomolgus monkeys.

An oral peri- and postnatal developmental study was conducted in rats. Azelaic acid was 
administered from gestational day 15 through day 21 postpartum up to a dose level of 

maturation of the fetuses were noted in this study. Because animal reproduction studies are not
always predictive of human response, this drug should be used only if clearly needed during  pregnancy.

Nursing Mothers:

Equilibrium dialysis was used to assess human milk  partitioning in vitro. At an azelaic acid 

the uptake of azelaic acid into maternal milk is not expected to cause a significant change 

FINACEA® Gel, 15%, is administered to a nursing mother.

Pediatric Use: Safety and effectiveness of FINACEA® Gel, 15%, in pediatric patients have not been 
established.

Geriatric: Clinical studies of FINACEA®

and over to determine whether they respond differently from younger subjects.

ADVERSE REACTIONS

FINACEA®

In two vehicle controlled, and one active controlled U.S. clinical studies, treatment safety was monitored 
®

Table 3. Cutaneous Adverse Events Occurring in 1% of Subjects in the Rosacea Trials by 
Treatment Group and Maximum Intensity*

FINACEA®

  Mild Moderate Severe Mild Moderate Severe

 Contact

*
exceed the number of subjects with at least 1 cutaneous adverse event.

FINACEA® Gel, 15%, and its vehicle caused irritant reactions at the application site in 
human dermal safety studies. FINACEA® Gel, 15%, caused significantly more irritation than its 
vehicle in a cumulative irritation study. Some improvement in irritation was demonstrated over 
the course of the clinical studies, but this improvement might be attributed to subject dropouts. 
No phototoxicity or photoallergenicity were reported in human dermal safety studies.

In patients using azelaic acid formulations, the following additional adverse experiences have  been 
reported rarely: worsening of asthma, vitiligo depigmentation, small depigmented spots, hypertrichosis, 

FINACEA® PRECAUTIONS

OVERDOSAGE
FINACEA® Gel, 15%, is intended for cutaneous use only. If pronounced local irritation occurs, 
patients should be directed to discontinue use and appropriate therapy should be instituted 

PRECAUTIONS

U.S. Patent No 4,713,394

Manufactured by Intendis Manufacturing S.p.A., Segrate, Milan, Italy                   

FINACEA is a registered trademark of Intendis, Inc.
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Staining for P75 Helps Make
Desmoplastic Melanoma Dx

B Y  B R U C E  J A N C I N

M A U I ,  H AWA I I —  Immunohisto-
chemical staining for p75 nerve growth
factor receptor is a helpful tool for es-
tablishing the diagnosis of desmoplastic
melanoma in cases where histopatholo-
gy is inconclusive and S-100 staining is
weak or absent, according to Dr.

Maxwell A. Fung. “This stain is one that
even a lot of dermatopathlogists have
never heard of,” he said at the annual
Hawaii dermatology seminar sponsored
by Skin Disease Education Foundation.

The p75 nerve growth factor receptor
is a marker of Schwannian differentia-
tion. It’s worth becoming familiar with
p75 nerve growth factor receptor be-
cause the insurance industry has identi-
fied unrecognized desmoplastic mela-
noma as one of the top-10 causes of
malpractice lawsuits involving mela-
noma, said Dr. Fung of the University of
California, Davis.

“S-100 staining is our workhorse, our
most sensitive stain for identification of
melanomas. But when it’s focal or ab-
sent, consider p75 nerve growth factor
receptor. It’s a very sensitive marker for
desmoplastic melanoma,” said Dr. Fung.

“It’s very nonspecific—it’ll stain a ne-
vus or a neurofibroma—but in the con-
text of trying to make a diagnosis of
desmoplastic melanoma, if this is posi-
tive, it’s going to make the diagnosis,”
he added.

Dr. Fung noted that dermatopath-ol-
ogists at Boston University have pro-
posed incorporating p75 nerve growth
factor receptor and S-100 staining as a
primary immunohistochemical test pan-
el for the diagnosis of desmoplastic
melanoma (Am. J. Dermatopathol.
2006;28:162-7).

In a separate presentation, Dr. Jeffrey
E. Gershenwald raised the possibility
that desmoplastic melanoma may in fact
not be a melanoma at all.

“There is evolving new genetic data
that certainly suggests this may be a dif-
ferent disease. It may actually behave
more like a sarcoma,” said Dr. Gershen-
wald of the M.D. Anderson Cancer Cen-
ter in Houston. 

He and his colleagues recently demon-
strated how differently desmoplastic
melanomas behave in an analysis of the
M.D. Anderson database of melanoma
patients undergoing wide local excision
and sentinel lymph node biopsy.

The investigators divided patients into
three subgroups: 1,785 whose mela-
nomas lacked desmoplastic features, 19
with mixed desmoplastic melanoma, and
46 with pure desmoplastic melanoma.

The pure desmoplastic melanomas
were significantly thicker and far less
likely to be ulcerated than were the non-
desmoplastic or mixed desmoplastic
melanomas. (See box.)

Moreover, in contrast to the 16%-17%
rates of sentinel lymph node positivity
in patients with nondesmoplastic or
mixed desmoplastic melanoma, the rate
of sentinel lymph node involvement in
patients with pure desmoplastic
melanoma was “almost insignificant,”
Dr. Gershenwald said. However, the
management approach should be the
same as for those with all other types of
melanoma.

SDEF and this newspaper are owned
by Elsevier. ■
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Characteristics Vary Among Melanoma Histologic Subtypes
Mixed 

Pure desmoplastic desmoplastic Nondesmoplastic
(n = 46) (n = 19) (n = 1,785)

Median patient
age (years) 61 64 51

Median Breslow
depth (mm) 3.5 1.7 1.5

Ulcerated lesion 6.5% 27.7% 21.3%

Positive sentinel
lymph node 2.2% 15.8% 17.5%

Source: Dr. Gershenwald


