
BRIEF SUMMARY OF PRESCRIBING INFORMATION 
Rx Only
FOR TOPICAL USE ONLY
NOT FOR OPHTHALMIC, ORAL OR INTRAVAGINAL USE
CONTRAINDICATIONS
The use of Verdeso Foam is contraindicated in patients who are hypersensitive to 
desonide or to any ingredient in this preparation.

PRECAUTIONS
General: Systemic absorption of topical corticosteroids has produced reversible 
HPA axis suppression, manifestations of Cushing’s syndrome, hyperglycemia, and 
glucosuria in some patients.

Conditions which augment systemic absorption include the application of topical 
corticosteroids over large body surface areas, prolonged use, or the addition of occlusive 
dressings. Therefore, patients applying a topical corticosteroid to a large body surface 
area or to areas under occlusion should be evaluated periodically for evidence of HPA 
axis suppression (see Laboratory Tests). If HPA axis suppression is noted, an attempt 
should be made to withdraw the drug, to reduce the frequency of application, or to 
substitute a less potent steroid.

Recovery of HPA axis function is generally prompt upon discontinuation of topical 
corticosteriods. Infrequently, signs and symptoms of glucocorticosteroid insufficiency 
may occur requiring supplemental systemic corticosteroids. For information on systemic 
corticosteroid supplementation, see prescribing information for those products. 

The effect of Verdeso Foam on HPA axis function was investigated in pediatric patients 
in one study. In this study, patients with atopic dermatitis covering at least 25% of 
their body applied Verdeso Foam twice daily for 4 weeks. Three out of 75 patients 
(4%) displayed adrenal suppression after 4 weeks of use based on the cosyntropin 
stimulation test. The laboratory suppression was transient; all subjects had returned 
to normal when tested 4 weeks post treatment. 

Pediatric patients may be more susceptible to systemic toxicity from equivalent doses 
because of their larger skin surface area to body mass ratios (See PRECAUTIONS: 
Pediatric Use).

If irritation develops, Verdeso Foam should be discontinued and appropriate therapy 
instituted. Allergic contact dermatitis with corticosteroids is usually diagnosed by 
observing a failure to heal rather than noticing a clinical exacerbation, as with most 
products not containing corticosteroids. Such an observation should be corroborated 
with appropriate diagnostic patch testing.

If concomitant skin infections are present or develop, the use of an appropriate 
antifungal, antibacterial or antiviral agent should be instituted. If a favorable response 
does not occur promptly, use of Verdeso Foam should be discontinued until the infection 
has been adequately controlled.

Information for Patients: Patients using topical corticosteroids should receive the 
following information and instructions: 

1. This medication is to be used as directed by the physician. It is for external use only. 
Avoid contact with the eyes or other mucous membranes. The medication should 
not be dispensed directly onto the face. Dispense in hands and gently massage 
into affected areas of the face until the medication disappears. For areas other 
than the face, the medication may be dispensed directly on the affected area. 
Wash hands after use.

2. This medication should not be used for any disorder other than that for which it 
was prescribed. 

3. The treated skin area should not be bandaged, otherwise covered, or wrapped so 
as to be occlusive unless directed by the physician.

4. Patients should report any signs of local or systemic adverse reactions to the 
physician.

5. Patients should inform their physicians that they are using Verdeso Foam if surgery 
is contemplated.

6. As with other corticosteriods, therapy should be discontinued when control is 
achieved. If no improvement is seen within 4 weeks, contact the physician.

Laboratory Tests: The cosyntropin (ACTH1-24) stimulation test may be helpful in 
evaluating patients for HPA axis suppression.

Carcinogenesis, Mutagenesis, Impairment of Fertility: Long-term animal studies 
have not been performed to evaluate the carcinogenic or photoco-carcinogenic 
potential of Verdeso Foam or the effect on fertility of desonide.

Desonide revealed no evidence of mutagenic potential based on the results of two 
in vitro genotoxicity tests (Ames assay, mouse lymphoma cell assay) and an in vivo 
genotoxicity test (mouse micronucleus assay).

Pregnancy: Teratogenic Effects: Pregnancy Category C: Corticosteroids have 
been shown to be teratogenic in laboratory animals when administered systemically at 
relatively low dosage levels. Some corticosteroids have been shown to be teratogenic 
after dermal application in laboratory animals.

There are no adequate and well-controlled studies of Verdeso Foam in pregnant women. 
Therefore, Verdeso Foam should be used during pregnancy only if the potential benefit 
justifies the potential risk to the fetus.

No long-term reproductive studies in animals have been performed with Verdeso 
Foam. Dermal embryofetal development studies were conducted in rats and 
rabbits with a desonide cream, 0.05% formulation. Topical doses of 0.2, 0.6 and 
2.0 g cream/kg/day of a desonide cream, 0.05% formulation or 2.0 g/kg of the 
cream base were administered topically to pregnant rats (gestational days 6-15) and 
pregnant rabbits (gestational days 6-18). Maternal body weight loss was noted at all 
dose levels of the desonide cream, 0.05% formulation in rats and rabbits. Teratogenic 
effects characteristic of corticosteroids were noted in both species. The desonide 
cream, 0.05% formulation was teratogenic in rats at topical doses of 0.6 and 2.0 g 
cream/kg/day and in rabbits at a topical dose of 2.0 g cream/kg/day. No teratogenic 
effects were noted for the desonide cream, 0.05% formulation at a topical dose of 0.2 g 
cream/kg/day in rats and at a topical dose of 0.6 g cream/kg/day in rabbits. These 
doses (0.2 g cream/kg/day in rats and 0.6 g cream/kg/day in rabbits) are similar to the 
maximum recommended human dose based on body surface area comparisons.

Nursing Mothers: Systemically administered corticosteroids appear in human milk 
and could suppress growth, interfere with endogenous corticosteroid production, 
or cause other untoward effects. It is not known whether topical administration of 
corticosteroids could result in sufficient systemic absorption to produce detectable 
quantities in human milk. Because many drugs are excreted in human milk, caution 
should be exercised when Verdeso Foam is administered to a nursing woman. 

Pediatric Use: Because of a higher ratio of skin surface area to body mass, pediatric 
patients are at a greater risk than adults of HPA axis suppression and Cushing’s 
syndrome when they are treated with topical corticosteroids. They are therefore also 
at greater risk of adrenal insufficiency during and/or after withdrawal of treatment. 
Adverse effects including striae have been reported with inappropriate use of topical 
corticosteroids in infants and children. HPA axis suppression, Cushing’s syndrome, 
linear growth retardation, delayed weight gain, and intracranial hypertension have 
been reported in children receiving topical corticosteroids. Manifestations of adrenal 
suppression in children include low plasma cortisol levels and an absence of 
response to ACTH stimulation. Manifestations of intracranial hypertension include 
bulging fontanelles, headaches, and bilateral papilledema. Administration of topical 
corticosteroids to children should be limited to the least amount compatible with an 
effective therapeutic regimen. Chronic corticosteroid therapy may interfere with the 
growth and development of children.

The effect of Verdeso Foam on HPA axis function was investigated in pediatric patients, 
ages 6 months to 17 years, in one study. In this study, patients with atopic dermatitis 
covering at least 25% of their body applied Verdeso Foam twice daily for 4 weeks. Three 
out of 75 patients (4%) displayed adrenal suppression after 4 weeks of use based on 
the ACTH stimulation test. The suppression was transient; all subjects’ cortisol levels 
had returned to normal when tested 4 weeks post treatment.

Safety of Verdeso Foam has not been evaluated in pediatric patients below the age 
of 3 months.

Geriatric Use: Clinical studies of Verdeso Foam did not include any subjects aged 65 
or over to determine whether they respond differently from younger subjects. In general, 
dose selection for an elderly patient should be cautious, usually starting at the low end 
of the dosing range, reflecting the greater frequency of decreased hepatic, renal, or 
cardiac function, and of concomitant disease or other drug therapy.

ADVERSE REACTIONS
In a controlled clinical study of 581 patients 3 months to 17 years of age, adverse 
events occurred at the application site in 6% of subjects treated with Verdeso Foam 
and 14% of subjects treated with vehicle foam. Other commonly reported adverse 
events for Verdeso Foam and vehicle foam are noted in Table 1.

Table 1 - Commonly Occurring Adverse Events

Adverse Event
Verdeso Foam 

(N=387)
Vehicle Foam 

(N=194)

System Organ Class

General disorders and administration 
site conditions

32 (8%) 31 (16%)

Application site burning 11 (3%) 15 (8%)

Application site atrophy 5 (1%) 0 (0%)

Application site dermatitis 2 (1%) 1 (1%)

Application site reaction 3 (1%) 6 (3%)

Infections and infestations 79 (20%) 38 (20%)

Upper respiratory tract infection 37 (10%) 12 (6%)

Pharyngitis 2 (1%) 0 (0%)

Pharyngitis streptococcal 2 (1%) 1 (1%)

Viral Infection 6 (2%) 0 (0%)

Nervous System Disorder 7 (2%) 1 (1%)

Headache 7 (2%) 1 (1%)

Psychiatric Disorder 3 (1%) 0 (0%)

Irritability 2 (1%) 0 (0%)

Respiratory, Thoracic and Mediastinal Disorders 27 (7%) 7 (4%)

Asthma 3 (1%) 0 (0%)

Cough 14 (4%) 3 (2%)

Skin and Subcutaneous Tissue Disorders 10 (3%) 6 (3%)

Dermatitis contact 3 (1%) 2 (1%)

Telangiectasia 3 (1%) 0 (0%)

Elevated blood pressure was observed in 6 (2%) subjects receiving Verdeso Foam 
and 1 (1%) subject receiving vehicle foam. Other local adverse events occurred at 
rates less than 1.0%. The majority of adverse reactions were transient and mild to 
moderate in severity, and they were not affected by age, race or gender. The following 
additional local adverse reactions have been reported with topical corticosteroids. They 
may occur more frequently with the use of occlusive dressings and higher potency 
corticosteroids. These reactions are listed in an approximate decreasing order of 
occurrence: folliculitis, acneiform eruptions, hypopigmentation, perioral dermatitis, 
allergic contact dermatitis, secondary infection, striae and miliaria. 

OVERDOSAGE
Topically applied Verdeso Foam can be absorbed in sufficient amounts to produce 
systemic effects (see PRECAUTIONS).

WARNING
FLAMMABLE. AVOID FIRE, FLAME OR SMOKING DURING AND IMMEDIATELY 
FOLLOWING  APPLICATION.
Contents under pressure. Do not puncture or incinerate.  Do not expose to heat or 
store at temperatures above 120°F (49°C). 

Avoid contact with eyes or other mucous membranes. 

Keep out of reach of children.
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Resist Urge to Inject More Filler Than Needed
B Y  B E T S Y  B AT E S  

Los Angeles  Bureau 

S A N TA B A R B A R A ,  C A L I F.  —  Resist
temptation.

When the patient looks good, but the
syringe in your hand still contains leftover
Restylane or Juvéderm, “Put it down,” ad-
vised Dr. Allan Wirtzer, a dermatologist in
private practice in Sherman Oaks, Calif.

“Don’t feel that you have to use an en-
tire syringe on these patients.”

“[Don’t say,] I’ll find a place to put it.”
You don’t have to put it anywhere, he said
during a panel on aesthetic complications

during the annual meeting of the Califor-
nia Society of Dermatology and Derma-
tologic Surgery.

Dr. Wirtzer said most of the cases he sees
for correction of aesthetic filler procedures
boil down to technique error. “Many times,
people are injecting too much, too super-
ficial, too soon, and sometimes, it’s just a
poor choice of material,” he said.

Filler materials are expensive, so some
physicians want to inject every drop. But
overfilled cheeks, nodular lips, and bumpy
chins do not lead to patients satisfied that
they got their money’s worth, he said.

Overtreating a patient with permanent
fillers doesn’t last forever. “But you can see
the results of overtreatment even with
Restylane or Perlane or Radiesse for
months and months, and these patients
are not going to be happy,” he said.

Silicone fillers are not for beginners. “If
you don’t have years of experience with
long-term fillers and short-term fillers,

don’t go near silicone,” Dr. Wirtzer said.
Among his other tips:

� Inject deeply, using as few needle sticks
as possible.
� To avoid drift with Radiesse, massage “a
great deal.” Around the orbicularis mus-
cle, stay very medial so that the facial
muscles used in smiling do not create
forces that push the material to the outside
edges of the lips.
� When using Restylane, avoid bulges by
injecting below the orbital ridge.

� Minimize pain with ice and topical and
local anesthetics.
� Invest in $3 handheld squeeze balls,
which create a distraction for the patient
during filler injections.
� If you see a blanch and realize you have
an infarction in a vessel, “vigorously mas-
sage the hell out of it.”

Above all, be meticulous in preproce-
dure discussions with patients about ex-
pected sequelae of the treatment, Dr.
Wirtzer advised. “When you discuss that

a person’s going to get red or going to get
swollen, this isn’t [seen as] a complica-
tion; it’s a natural event that follows the
treatment.”

If it is discussed only after the fact, how-
ever, it is seen by the patient as an “excuse”
meant to explain away a perceived com-
plication, he said.

Dr. Wirtzer disclosed that he serves as
a consultant to Medicis Pharmaceutical
Corp., maker of Restylane, and Aventis
Dermatology, maker of Sculptra. ■

‘You can see the
results of
overtreatment …
for months and
months, and these
patients are not
going to be happy.’

DR. WIRTZER

Dr. John J.
Voorhees

will receive the
2009 Eugene J.
Van Scott
Award for Inno-
vative Therapy
of the Skin. The
award recog-
nizes his key
contributions in
the treatment of
psoriasis and aging skin, including work
leading to the greater use of immuno-
suppressive agents for psoriasis, as well as
research in the use of retinoids to com-
bat photoaging.

Dr. Voorhees will receive the award at
the American Academy of Dermatol-
ogy’s 2009 annual meeting in March. For
more information, contact the academy
at 888-462-3376. ■

DR. JOHN J. VOORHEES 

Photoaging, Psoriasis
Work Recognized


