
Clinical Analysis for Today’s Skincare Specialists

A 54-YEAR-OLD FEMALE patient before (left) and one year after oral terbinafine followed by etanercept. 
Read more about this case on page 18. (Photos: Avner Shemer, M.D.) 
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Nail abnormalities could decrease 
cure rate, expert says

Coexisting problems 
complicate onychomycosis

John Jesitus | Senior Staff Correspondent

Treating severe onychomycosis suc-
cessfully often requires addressing coex-
isting nail problems as well, an expert says.

Rarely does any dermatophyte infection 
occur without clinical presentation of nail 
dystrophy, says Avner Shemer, M.D. He is a 
senior physician and specialist in skin and 
venereal diseases, dermatologic surgery 
and dermatomycology at the Chaim Sheba 
Medical Center, Tel Hashomer, Israel. 

Yeasts or nondermatophyte molds with 
clinical presentation of onychomycosis 
could be pathogens provided that no der-
matophytes are found in three separate 
cultures taken two weeks apart, he says. 

“Yeasts and/or molds without clinical 
presentation of onychomycosis are usually 
saprophytes,” Dr. Shemer says.

Around 50 percent of nail problems 
that present to dermatologists in-

volve purely onychomycosis, 
he says. 

“The other 50 percent involve other 
nail abnormalities such as nail psoriasis, 
trauma or onycholysis. When a patient has 
onychomycosis and other nail abnormal-
ities, usually it decreases the cure rate for 
onychomycosis,” he says.

IDENTIFYING INFECTIONS

In clinical studies, Dr. Shemer says that de-
spite strict inclusion and exclusion criteria, 
“You never know if a patient experienced 
nail trauma 20 years ago.” Enrolling such 
a patient could distort results.

Somewhat similarly, he says, a patient 
could have a nondermatophyte infection 
that has nothing to do with his or her on-
ycholysis. 

“Treating the nondermatophyte infec-
tion will not help the onycholysis,” Dr. Sh-
emer says. 

The secondary infection on top of the 
ONYCHOMYCOSIS see page 18

 | THE TAKEAWAY | BONI E. ELEWSKI, M.D., discusses best practices in treating nail fungal disease SEE PAGE 72

Nanotechnology 
accelerates 
wound healing 

Clinical

Burn wounds in mice treated with curcumin 
nanoparticles demonstrated statistically 
significant accelerated wound healing (p<0.05). 
(Photos: Adam Friedman, M.D.)

UN T R E AT ED

C U RC - N P

John Jesitus | Senior Staff Correspondent

Nanotechnology shows promise for deliv-
ering many advanced wound-healing agents, 
says an expert. However, he adds, dermatolo-
gists may need to step up their wound-healing 
game to master these technologies.

“My belief is, go small or go home,” says 
Adam Friedman, M.D., assistant professor 
of medicine/physiology and biophysics, and 
director of dermatologic research, Monte-
fiore-Albert Einstein College of Medicine, 
New York. “Nanomaterials represent an inno-

NANOTECHNOLOGY see page 26
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XEOMIN is contraindicated in patients with a known 
hypersensitivity to the active substance botulinum toxin  
type A or to any of the components in the formulation and in the 
presence of infection at the proposed injection site(s), as injection 
could lead to severe local or disseminated infection.

WARNINGS AND PRECAUTIONS

• The potency units of XEOMIN are not interchangeable with 
other preparations of botulinum toxin products. Therefore, units 
of biological activity of XEOMIN cannot be compared to or 
converted into units of any other botulinum toxin products.

• Hypersensitivity reactions have been reported with botulinum 
toxin products (anaphylaxis, serum sickness, urticaria, soft 
tissue edema, and dyspnea). If serious and/or immediate 
hypersensitivity reactions occur further injection of XEOMIN 
should be discontinued and appropriate medical therapy 
immediately instituted.

• Treatment with XEOMIN and other botulinum toxin products 
can result in swallowing or breathing difficulties. Patients with 
pre-existing swallowing or breathing difficulties may be more 
susceptible to these complications. When distant effects occur, 
additional respiratory muscles may be involved. Patients may 
require immediate medical attention should they develop 
problems with swallowing, speech, or respiratory disorders. 
Dysphagia may persist for several months, which may require 
use of a feeding tube and aspiration may result from severe 
dysphagia [See Boxed Warning].

• Glabellar Lines: Do not exceed the recommended dosage and 
frequency of administration of XEOMIN.  In order to reduce the 
complication of ptosis the following steps should be taken:

 » avoid injection near the levator palpebrae superioris, particularly 
in patients with larger brow depressor complexes; 

 » corrugator injections should be placed at least 1 cm above the 
bony supraorbital ridge.

• Individuals with peripheral motor neuropathic diseases, 
amyotrophic lateral sclerosis, or neuromuscular junctional disorders 
(e.g., myasthenia gravis or Lambert-Eaton syndrome) should be 
monitored particularly closely when given botulinum toxin. Patients  
with neuromuscular disorders may be at increased risk of clinically 
significant effects including severe dysphagia and respiratory 
compromise from typical doses of XEOMIN.

• XEOMIN contains human serum albumin. Based on effective 
donor screening and product manufacturing processes, 
it carries an extremely remote risk for transmission of viral 
diseases and Creutzfeldt-Jakob disease (CJD). No cases of 
transmission of viral diseases or CJD have ever been reported 
for albumin.

ADVERSE REACTIONS

Glabellar Lines: The most commonly observed adverse reaction 
(incidence ≥ 2% of patients and greater than placebo) for XEOMIN 
was Headache (5.4%).

DRUG INTERACTIONS

Concomitant treatment of XEOMIN and aminoglycoside 
antibiotics, spectinomycin, or other agents that interfere with 
neuromuscular transmission (e.g., tubocurarine-like agents), or 
muscle relaxants, should be observed closely because the effect 
of XEOMIN may be potentiated.  The effect of administering 
different botulinum toxin products at the same time or 
within several months of each other is unknown.  Excessive 
neuromuscular weakness may be exacerbated by administration of 
another botulinum toxin prior to the resolution of the effects of a 
previously administered botulinum toxin.

USE IN PREGNANCY

Pregnancy Category C: There are no adequate and well-
controlled studies in pregnant women. XEOMIN should be 
used during pregnancy only if the potential benefit justifies the 
potential risk to the fetus.

PEDIATRIC USE

The safety and effectiveness of XEOMIN in patients less than 18 
years of age have not been established.

WARNING: DISTANT SPREAD OF TOXIN EFFECT

Postmarketing reports indicate that the effects of XEOMIN and all botulinum toxin products may spread from the area 
of injection to produce symptoms consistent with botulinum toxin effects. These may include asthenia, generalized 
muscle weakness, diplopia, blurred vision, ptosis, dysphagia, dysphonia, dysarthria, urinary incontinence and 
breathing difficulties. These symptoms have been reported hours to weeks after injection. Swallowing and breathing 
difficulties can be life threatening and there have been reports of death. The risk of symptoms is probably greatest 
in children treated for spasticity but symptoms can also occur in adults treated for spasticity and other conditions, 
particularly in those patients who have underlying conditions that would predispose them to these symptoms. In 
unapproved uses, including spasticity in children and adults, and in approved indications, cases of spread of effect 
have been reported at doses comparable to those used to treat cervical dystonia and at lower doses.

IMPORTANT SAFETY INFORMATION, INCLUDING BOXED WARNING

INDICATION

XEOMIN® (incobotulinumtoxinA) for injection, for intramuscular use is indicated for the temporary improvement in the appearance of 
moderate to severe glabellar lines associated with corrugator and/or procerus muscle activity in adult patients.

CONTRAINDICATIONS

Please see Brief Summary of full Prescribing 

Information on the following pages.
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A Highly  
PuriƓed  
Neurotoxin.

Please see Important Safety Information, 
including Boxed WARNING on adjacent page.

www.xeominaesthetic.com

Call Your Merz Representative Today!
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Hypersensitivity-Use in patients with a known hypersensitivity to 
the active substance botulinum neurotoxin type A, or to any of the 
excipients (human albumin, sucrose), could lead to a life-threatening 
allergic reaction.  XEOMIN is contraindicated in patients with known 
hypersensitivity to any botulinum toxin preparation or to any of the 
components in the formulation [see Warnings and Precautions]. 

Infection at Injection Site-Use in patients with an infection at the 
injection site could lead to severe local or disseminated infection.  
XEOMIN is contraindicated in the presence of infection at the 
proposed injection site(s).

WARNINGS AND PRECAUTIONS
• Spread of Toxin Effect-Postmarketing safety data from XEOMIN 

and other approved botulinum toxins suggest that botulinum toxin 
effects may, in some cases, be observed beyond the site of local 
injection.  The symptoms are consistent with the mechanism of 
action of botulinum toxin and may include asthenia, generalized 
muscle weakness, diplopia, blurred vision, ptosis, dysphagia, 
dysphonia, dysarthria, urinary incontinence, and breathing 
difficulties [see Boxed Warning (above)].

• Lack of Interchangeability between Botulinum Toxin Products-
The potency Units of XEOMIN are specific to the preparation and 
assay method utilized.  They are not interchangeable with the other 
preparations of botulinum toxin products and, therefore, Units of 
biological activity of XEOMIN cannot be compared to or converted 
into Units of any other botulinum toxin products assessed with any 
other specific assay method. 

• Hypersensitivity Reactions-Hypersensitivity reactions have 
been reported with botulinum toxin products (anaphylaxis, serum 
sickness, urticaria, soft tissue edema, and dyspnea). If serious and/
or immediate hypersensitivity reactions occur further injection of 
XEOMIN should be discontinued and appropriate medical therapy 
immediately instituted. 

• Dysphagia and Breathing Difficulties in Treatment of Cervical 
Dystonia-Treatment with XEOMIN and other botulinum toxin 
products can result in swallowing or breathing difficulties.  Patients 
with pre-existing swallowing or breathing difficulties may be 
more susceptible to these complications.  In most cases, this is 
a consequence of weakening of muscles in the area of injection 
that are involved in breathing or swallowing.  When distant effects 
occur, additional respiratory muscles may be involved. Deaths 
as a complication of severe dysphagia have been reported after 
treatment with botulinum toxin. Dysphagia may persist for several 
months, and require use of a feeding tube to maintain adequate 
nutrition and hydration.  Aspiration may result from severe 
dysphagia and is a particular risk when treating patients in whom 
swallowing or respiratory function is already compromised. In 
general, limiting the dose injected into the sternocleidomastoid 

muscle may decrease the occurrence of dysphagia. Patients 
treated with botulinum toxin may require immediate medical 
attention should they develop problems with swallowing, speech 
or respiratory disorders. These reactions can occur within hours 
to weeks after injection with botulinum toxin [see Warnings and 
Precautions and Adverse Reactions in Full Prescribing Information 
for more information]. 

• Pre-existing Neuromuscular Disorders and other Special 
Populations-Individuals with peripheral motor neuropathic 
diseases, amyotrophic lateral sclerosis, or neuromuscular junctional 
disorders (e.g., myasthenia gravis or Lambert-Eaton syndrome) 
should be monitored particularly closely when given botulinum 
toxin.  Patients with neuromuscular disorders may be at increased 
risk of clinically significant effects including severe dysphagia 
and respiratory compromise from typical doses of XEOMIN [see 
Adverse Reactions]. 

• Corneal Exposure, Corneal Ulceration, and Ectropion in Patients 
Treated with XEOMIN for Blepharospasm-Reduced blinking from 
injection of botulinum toxin products in the orbicularis muscle can 
lead to corneal exposure, persistent epithelial defect and corneal 
ulceration, especially in patients with VII nerve disorders.  Careful 
testing of corneal sensation in eyes previously operated upon, 
avoidance of injection into the lower lid area to avoid ectropion, 
and vigorous treatment of any epithelial defect should be 
employed. This may require protective drops, ointment, therapeutic 
soft contact lenses, or closure of the eye by patching or other 
means.  Because of its anticholinergic effects, XEOMIN should be 
used with caution in patients at risk of developing narrow angle 
glaucoma.  To prevent ectropion, botulinum toxin products should 
not be injected into the medial lower eyelid area. Ecchymosis easily 
occurs in the soft tissues of the eyelid.  Immediate gentle pressure 
at the injection site can limit that risk. 

• Risk of Ptosis in Patients Treated with XEOMIN for Glabellar 
Lines-Do not exceed the recommended dosage and frequency of 
administration of XEOMIN. In order to reduce the complication of 
ptosis the following steps should be taken: 

 » Avoid injection near the levator palpebrae superioris, particularly 
in patients with larger brow depressor complexes. 

 » Corrugator injections should be placed at least 1 cm above the 
bony supraorbital ridge. 

• Human Albumin and Transmission of Viral Diseases-This product 
contains albumin, a derivative of human blood. Based on effective 
donor screening and product manufacturing processes, it carries 
an extremely remote risk for transmission of viral diseases. A 
theoretical risk for transmission of Creutzfeldt-Jakob disease (CJD) 
is also considered extremely remote. No cases of transmission of 
viral diseases or CJD have ever been reported for albumin.

WARNING: DISTANT SPREAD OF TOXIN EFFECT

Postmarketing reports indicate that the effects of XEOMIN and all botulinum toxin products may spread from 
the area of injection to produce symptoms consistent with botulinum toxin effects.  These may include asthenia, 
generalized muscle weakness, diplopia, blurred vision, ptosis, dysphagia, dysphonia, dysarthria, urinary incontinence 
and breathing difficulties.  These symptoms have been reported hours to weeks after injection.  Swallowing and 
breathing difficulties can be life threatening and there have been reports of death.  The risk of symptoms is probably 
greatest in children treated for spasticity but symptoms can also occur in adults treated for spasticity and other 
conditions, particularly in those patients who have underlying conditions that would predispose them to these 
symptoms.  In unapproved uses, including spasticity in children and adults, and in approved indications, cases of 
spread of effect have been reported at doses comparable to those used to treat cervical dystonia and at lower doses 
[see Warnings and Precautions].  

XEOMIN (incobotulinumtoxinA) for injection, for intramuscular use  
BRIEF SUMMARY. Visit www.XEOMIN.com for full Prescribing Information.

CONTRAINDICATIONS
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ADVERSE REACTIONS
The following adverse reactions to XEOMIN are discussed in greater 
detail in other sections of the labeling: 

 » Hypersensitivity [see Contraindications and Warnings and 
Precautions] 

 » Spread of Effects from Toxin [see Warnings and Precautions] 

Glabellar Lines In three placebo-controlled trials in 803 subjects 
with glabellar lines, 535 subjects received a single dose of 20 Units 
XEOMIN and 268 subjects received placebo. XEOMIN treated 
subjects were 24 to 74 years old, and were predominantly female 
(88%). The most frequent adverse reactions in XEOMIN treated 
subjects were: headache 29 (5.4%), facial paresis 4 (0.7%), injection site 
hematoma 3 (0.6%) and eyelid edema 2 (0.4%). Four serious adverse 
events occurred in two placebo-treated subjects. Six XEOMIN treated 
subjects experienced six serious adverse events. All serious adverse 
events were assessed as unrelated to study drug. The adverse 
reactions below reflect exposure to XEOMIN with glabellar lines in 
placebo-controlled studies. Adverse reactions are adverse events 
in which there is some basis to believe there is a causal relationship 
between the drug and the occurrence of the adverse event. Because 
clinical trials are conducted under widely varying conditions, adverse 
reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and 
may not reflect the rates observed in practice. 

Table 4: Adverse Reactions in Placebo-Controlled Trials 

Adverse reactions
XEOMIN  

(N=535) (%)

Placebo 
(N=268) (%)

Nervous system disorders 
Headache1  

Facial paresis (brow ptosis)

33 (6.1)  
29 (5.4) 
4 (0.7)

6 (2.2)  
6 (2.2)  

0

General disorders and 
administration site conditions 

Injection site hematoma 
Injection site pain  

Facial pain 
Injection site swelling 
Sensation of pressure

 
5 (0.9)  
3 (0.6)  
1 (0.2)  
1 (0.2)  

0  
0

 
2 (0.7)  

0 
0 
0 

1 (0.4)  
1 (0.4)

Eye disorders 
Eyelid edema 

Blepharospasm 
Eye disorder 
Eyelid ptosis

5 (0.9) 
2 (0.4) 
1 (0.2) 
1 (0.2) 
1 (0.2)

0 
0 
0 
0 
0

 
In open label, multiple dose trials, adverse reactions were reported 
for 105 of the 800 subjects (13.1%). Headache was the most common 
adverse reaction, reported for 57 subjects (7.1%), followed by injection 
site hematoma in 8 subjects (1.0%). Adverse reactions reported in less 
than 1% of subjects were: facial paresis (brow ptosis), muscle disorder 
(elevation of eyebrow), injection site pain, and eyelid edema. 

Immunogenicity-As with all therapeutic proteins, there is a potential 
for immunogenicity. 

Postmarketing Experience-The following adverse reactions have 
been reported during post-approval use with XEOMIN.  Because 
these reactions are reported voluntarily from a population of uncertain 
size, it is not always possible to reliably estimate their frequency or 
establish a causal relationship to drug exposure: eye swelling, eyelid 
edema, dysphagia, nausea, flu-like symptoms, injection site pain, 
injection site reaction, allergic dermatitis, localized allergic reactions 
like swelling, edema, erythema, pruritus or rash, herpes zoster, 
muscular weakness, muscle spasm, dysarthria, myalgia  
and hypersensitivity. 

DRUG INTERACTIONS
No formal drug interaction studies have been conducted with 
XEOMIN.  Coadministration of XEOMIN and aminoglycoside 
antibiotics or other agents interfering with neuromuscular 
transmission, e.g., tubocurarine-type muscle relaxants, should only 
be performed with caution as these agents may potentiate the effect 
of the toxin. Use of anticholinergic drugs after administration of 
XEOMIN may potentiate systemic anticholinergic effects. The effect 
of administering different botulinum toxin products at the same 
time or within several months of each other is unknown.  Excessive 
neuromuscular weakness may be exacerbated by administration of 
another botulinum toxin prior to the resolution of the effects of a 
previously administered botulinum toxin.  Excessive weakness may 
also be exaggerated by administration of a muscle relaxant before or 
after administration of XEOMIN.

USE IN SPECIFIC POPULATIONS 
Pregnancy-Pregnancy Category C: There are no adequate and 
well-controlled studies in pregnant women. XEOMIN should be used 
during pregnancy only if the potential benefit justifies the potential 
risk to the fetus. 

Nursing Mothers-It is not known whether botulinum toxin type A is 
excreted in human milk.  Because many drugs are excreted in human 
milk, caution should be exercised when XEOMIN is administered to a 
nursing woman. 

Pediatric Use-Safety and effectiveness of XEOMIN in patients less 
than 18 years of age have not been established [see Warnings and 
Precautions]. 

Geriatric Use-Glabellar Lines There are limited clinical data with 
XEOMIN in subjects over 65 years of age and over in clinical studies 
with glabellar lines. Of the total number of subjects in the placebo-
controlled clinical studies GL1 and GL2, 21 (4%) subjects were 65 and 
over. Efficacy was observed in 20% (3/15) of XEOMIN subjects 65 
years and over. For the entire safety database of geriatric subjects, 
there was no increase in the incidence of adverse events related to 
treatment with XEOMIN.

OVERDOSAGE
Excessive doses of XEOMIN may be expected to produce 
neuromuscular weakness with a variety of symptoms.  Respiratory 
support may be required where excessive doses cause paralysis of 
the respiratory muscles.  In the event of overdose, the patient should 
be medically monitored for symptoms of excessive muscle weakness 
or muscle paralysis [see Warnings and Precautions].  Symptomatic 
treatment may be necessary. Symptoms of overdose are not likely 
to be present immediately following injection.  Should accidental 
injection or oral ingestion occur, the person should be medically 
supervised for several weeks for signs and symptoms of excessive 
muscle weakness or paralysis. In the event of overdose, antitoxin 
raised against botulinum toxin is available from the Centers for 
Disease Control and Prevention (CDC) in Atlanta, GA.  However, 
the antitoxin will not reverse any botulinum toxin-induced effects 
already apparent by the time of antitoxin administration.  In the event 
of suspected or actual cases of botulinum toxin poisoning, please 
contact your local or state Health Department to process a request 
for antitoxin through the CDC.  If you do not receive a response within 
30 minutes, please contact the CDC directly at 770-488-7100.  More 
information can be obtained at  
http://www.cdc.gov/ncidod/srp/drugs/formulary.html#1a. 

Please visit www.xeomin.com  

for full Prescribing Information.
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*If after one full calendar year of being live on our Advantage software you have not earned more than the previous full calendar year, we will refund the 

purchase price of Compulink software licenses, or one year of Cloud service fees..

Your EHR software should add up to MORE. 

With Compulink it does. Guaranteed.

Beyond simple charting

Our fully integrated EHR and Practice Management solution automates time-consuming tasks 

across your entire practice . Our system handles it all—billing, scheduling, marketing, inventory, 

business reporting—so you can spend more time with your patients. 

And with our revenue-cycle management tools and expertise, you get paid more, faster.

Experience more for your practice. If our software doesn’t help you do more, and earn more, you 

can return it for a full refund—that’s the Compulink MORE Guarantee.* 

Request your personalized demo today and get MORE.

Call 800.456.4522 or visit www.compulinkadvantage.com/MORE

Compulink Business Systems, Inc.
2645 Townsgate Road, Suite 200, Westlake Village, CA 91361

Sales: 800.456.4522   |   Main: 805.446.2050   |   Fax: 805.496.7038

Compulink Business Systems, Inc.
2645 Townsgate Road, Suite 200, Westlake Village, CA 91361

800.456.4522   |   www.compulinkadvantage.com
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#Skin Reactions Secondary to #Anticancer Agents 
bit.ly/therapeuticskinreactions #Dermatology 
#EMJreviews

Dermatology News

@Dermatology_bio

News: #dermatology Severe Raynaud’s phenomenon 
after treatment with interferon beta for multiple 
sclerosis ow.ly/2PQPNf  

UAMS Dermpath

@DermpathUAMS

Incontinentia pigmenti stage 4: Hypopigmented- 
epidermal atrophy #dermatology #dermpath 
#pathologists

National Psoriasis Foundation

@NPF

What makes #psoriasis f are? Scientists aim to f nd 
out! ow.ly/DtfnN #skin #research #dermatology

Dermatology Times App
Get access to all the benef ts Dermatology Times offers 
at your f ngertips. The Dermatology Times app for iPad 
& iPhone is now free in the iTunes store.

Follow us on Twitter to receive the latest news and participate in the discussion

What’s your diagnosis?
A 8-year-old girl was 

brought in by her parents. 

They said she has had this 

enlarging “growth” on her leg 

for over one month and they 

are worried it could be cancer.

CHOOSE ONE:

  ATOPIC DERMATITIS

 TINEA CORPORIS

 IMPETIGO

Blog

bit.ly/novemberdiagnosis

For more information on specialized 
areas of dermatology, related articles 

and business resources, go to: 
modernmedicine.com/ResourceCenters

Best practices in the evaluation and 
management of actinic keratoses
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Current and emerging therapies 
for psoriatic arthritis

DermatologyTimes.com/psoriatic-arthritis

Fillers and Toxins:
Cosmetic and Therapeutic Options
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Dermatology Times is part of the ModernMedicine Network, a 
Web-based portal for health professionals offering best-in-class 
content and tools in a rewarding and easy-to-use environment for 
knowledge-sharing among members of our community.

LAST MONTH’S DIAGNOSIS: 

Melanoma

FACEBOOK.COM/DermatologyTimes

Like us on Facebook and participate in the discussion

TWITTER.COM/DermTimesNow

Zoe D. Draelos, M.D.bit.ly/dermalpinning

bit.ly/octobermelanoma

Learn more at:

VIEW ON DEMAND

Formula Matters:
Implications for Patient Compliance

Zoe Diana Draelos, M.D. 
Clinical Research Dermatologist

dermatologytimes.com/ranbaxywebinar 
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dant) and benzoyl peroxide (an oxidant) 
actually have enhanced and sustained 
antibacterial activity,” according to Emma 
Taylor, M.D., the study’s first author and 
an assistant clinical professor of medicine 
in the division of dermatology at the David 
Geffen School of Medicine at UCLA. “This 
was not expected as the two compounds 
have opposing effects. This finding may 
allow for new combination topical acne 
therapies focusing on antioxidants and 
benzoyl peroxide, and allow for lower 
concentrations of benzoyl peroxide, which 
could increase tolerability and patient 
compliance to acne regimens. Further 
in vivo human studies and clinical trials 
are needed to validate these findings.”

The study was funded by the Women’s 
Dermatologic Society and National Insti-
tutes of Health. A patent application has 
been filed for the combination treatment 
of benzoyl peroxide and resveratrol, 
which is owned by University of Cali-
fornia Regents. DT

— Lisette Hilton


THREE COMMON treatments 
for varicose veins are similarly 

effective in easing symptoms, a new 
study suggests. Small quality-of-
life differences may be felt months 
after symptoms appear, however.

Resea rcher s led by Ju l ie 
Brittenden, M.D., professor of 
vascular surgery at the University 
of Aberdeen in Scotland, conducted 
a clinical trial that compared the 
three treatments — surgery, ultra-
sound-guided foam sclerotherapy 
and endovenous laser ablation. 
The trial was conducted at 11 
centers in the United Kingdom and 
involved 798 patients diagnosed 
with primary varicose veins.

The researchers found that all 
three therapies were similarly 
effective in relieving symptoms 
such as pain, swelling and pruritus. 
They found that laser therapy was 
least likely to cause minor compli-
cations such as bleeding or bruising 
during the procedure. Six months 
later, patients who had received 
sclerotherapy rated it slightly lower 
in terms of quality of life, versus 
those who had undergone surgery 
or laser therapy.

The research team also found 
that sclerotherapy was least likely 
to successfully ablate the main 
branches of the great saphenous 
vein (55 percent of patients, 
compared with more than 80 
percent of patients treated with 
surgery or laser therapy).

“Quality-of-life measures were 
generally similar among the 
study groups, with the exception 
of a slightly worse disease-specific 
quality of life in the foam group than 
in the surgery group,” study authors 
wrote. “All treatments had similar 
clinical efficacy, but complications 
were less frequent after laser treat-
ment and ablation rates were lower 
after foam treatment.” DT

—Bill Gillette

New England Journal of Medicine
September 2014

STUDY SPOTS SMALL 
DIFFERENCES IN VARICOSE
VEIN TREATMENTS 

 
AN AFAMELANOTIDE implant combined 
with narrowband ultraviolet B (NB-UVB) 

phototherapy is more effective than NB-UVB 
therapy alone in treating vitiligo, a study sug-
gests. Researchers led by Henry W. Lim, 
M.D., of the Henry Ford Hospital in Detroit, 
randomized 28 patients 18 or older who 
had been diagnosed with nonsegmental 
vitiligo over 15 to 50 percent of their body 
to receive combination therapy and 27 like 
patients to NB-UVB monotherapy.

By day 56, a significantly higher percent-
age of patients in the combination therapy 
group had achieved repigmentation (48.67 
versus 33.26 percent for the monotherapy 
group), and they did it in less time (41 ver-
sus 61 days for the face, 46 versus 69 days 
for the upper extremities). According to the 

JAMA Dermatology
September 2014

COMBINATION THERAPY OUTPACES MONOTHERAPY IN VITILIGO TRIAL


THE A NTIOX IDA NT resverat rol 
appears to inhibit Propionibacterium 

acnes growth, a study suggests. And when 
combined with benzoyl peroxide, resve-
ratrol seems to enhance the acne drug’s 
bacteria-killing ability, according to the 
study.

The laboratory study involved growing 
colonies of acne-causing bacteria and adding 
different concentrations of resveratrol and 
benzoyl peroxide, both alone and in combi-
nation. Researchers monitored the cultures 
for 10 days and found that benzoyl peroxide 
initially killed the bacteria at all concentra-
tion levels, but the bactericidal response 
didn’t last beyond the first 24 hours.

While resveratrol didn’t have a strong 
killing capability, it inhibited bacte-
rial growth for a longer period of time. 
Combined, resveratrol and benzoyl peroxide 
showed high initial antibacterial activity 
and sustained bacterial growth inhibition, 
according to the study.

When researchers cultured human 
skin cells and blood cells with the two 
compounds to test toxicity, they found 
resveratrol was less cytotoxic than benzoyl 
peroxide. Combining the compounds 
resulted in prolonged antibacterial effects, 
while minimizing skin cell toxicity.

“I think the real importance of this study 
is that it shows that resveratrol (an antioxi-

Dermatology and Therapy
September 2014

RESVERATROL INHIBITS GROWTH OF ACNE-CAUSING 
BACTERIA, ACCORDING TO NEW STUDY

bit.ly/veintreatments

Read full article:

bit.ly/resveratrolinhibitsacne

Read full article

study, patients with Fitzpatrick skin pho-
totypes IV to VI had significant improve-
ment in the Vitiligo Area Scoring Index 
at days 56 and 84, while there was no sig-
nificant difference in patients with Fitz-
patrick skin phototype III.

For dermatologists and their patients, 
Dr. Lim says the study’s most important 
finding is that “the combination treatment 
resulted in accelerated rate of repigmen-
tation in vitiligo.”

One author disclosed financial ties to 
Clinuvel Pharmaceuticals, which funded 
the study and manufactures the afamela-
notide implant. DT

— Bill Gillette

bit.ly/vitiligotrial

Read full article:
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IMPORTANT SAFETY 
INFORMATION (cont’d)

Warnings and Precautions (cont’d)

     for patients with a history of 
depression and/or suicidal 
thoughts/behavior, or in patients 
who develop such symptoms while 
on Otezla. Patients, caregivers, and 
families should be advised of the 
need to be alert for the emergence 
or worsening of depression, suicidal 
thoughts or other mood changes, and 
they should contact their healthcare 
provider if such changes occur

◆   Weight Decrease: Body weight loss 
of 5-10% occurred in 12% (96/784) of 
patients treated with Otezla and in 
5% (19/382) of patients treated with 
placebo. Body weight loss of ≥10% 
occurred in 2% (16/784) of patients 
treated with Otezla compared to 1% 
(3/382) of patients treated with 

Otezla® is a registered trademark of Celgene Corporation.
© 2014 Celgene Corporation    09/14    USII-APR130019h

     placebo. Monitor body weight 
regularly; evaluate unexplained or 
clinically significant weight loss, and 
consider discontinuation of Otezla

◆   Drug Interactions: Apremilast 
exposure was decreased when 
Otezla was co-administered with 
rifampin, a strong CYP450 enzyme 
inducer; loss of Otezla efficacy may 
occur. Concomitant use of Otezla 
with CYP450 enzyme inducers 
(eg, rifampin, phenobarbital, 
carbamazepine, phenytoin) is 
not recommended

Adverse Reactions 
◆   Adverse reactions reported in ≥5% 

of patients were (Otezla%, 
placebo%): diarrhea (17, 6), nausea 
(17, 7), upper respiratory tract infection 
(9, 6), tension headache (8, 4), and 
headache (6, 4).

Use in Specific Populations
◆   Pregnancy and Nursing Mothers: 

Otezla is Pregnancy Category C; it 
has not been studied in pregnant 
women. Use during pregnancy only 
if the potential benefit justifies the 
potential risk to the fetus. It is not 
known whether apremilast or its 
metabolites are present in human 
milk. Caution should be exercised 
when Otezla is administered to a 
nursing woman

◆   Renal Impairment: Otezla dosage 
should be reduced in patients with 
severe renal impairment (creatinine 
clearance less than 30 mL/min); 
for details, see Dosage and 
Administration, Section  2, in the 
Full Prescribing Information 

Please turn the next page 
for Brief Summary of Full 
Prescribing Information.

References: 1. Schafer PH, Parton A, Capone L, et al. 
Cell Signal. 2014;26:2016-2029. 2. Otezla [package insert]. 
Summit, NJ: Celgene Corporation; 2014. 3. Data on file, 
Celgene Corporation.
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IMPORTANT SAFETY 

INFORMATION

Contraindications

◆    Otezla® is contraindicated in patients 
with a known hypersensitivity to 
apremilast or to any of the excipients 
in the formulation

Warnings and Precautions

◆    Depression: Treatment with Otezla 
is associated with an increase in 
adverse reactions of depression 

During clinical trials, 1.3% (12/920) of 
patients treated with Otezla 
reported depression compared to 
0.4% (2/506) on placebo; 0.1% (1/1308) 
of Otezla patients discontinued 
treatment due to depression 
compared with none on placebo 
(0/506). Depression was reported as 
serious in 0.1% (1/1308) of patients 
exposed to Otezla, compared to 
none in placebo-treated patients 

(0/506). Suicidal behavior was 
observed in 0.1% (1/1308) of patients 
on Otezla, compared to 0.2% (1/506) 
on placebo. One patient treated with 
Otezla attempted suicide; one patient 
on placebo committed suicide

    Carefully weigh the risks and 
benefits of treatment with Otezla

    Continued to the left  

◆  Otezla® (apremilast) was evaluated in 2 multicenter, double-blind, 
placebo-controlled trials of similar design. Patients with moderate 
to severe plaque psoriasis (N = 1257) were randomized 2:1 to Otezla 
30 mg or placebo twice daily for 16 weeks, after a 5-day titration2,3 

◆  Inclusion criteria: Age ≥18 years, BSA involvement ≥10%, sPGA ≥3, 
PASI score ≥12, candidates for phototherapy or systemic therapy2

◆  PASI-75 response at week 16 (primary endpoint)2,3

 – Study 1: Otezla 33% vs placebo 5% (P < 0.0001)

 – Similar PASI-75 response was achieved in Study 2 

Get the latest news at otezlapro.com

BSA, body surface area; PASI, Psoriasis Area and Severity Index; sPGA, static Physician Global Assessment. 
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OTEZLA® (apremilast) tablets, for oral use
The following is a Brief Summary; refer to Full Prescribing Information for
complete product information.

INDICATIONS AND USAGE
OTEZLA® (apremilast) is indicated for the treatment of patients with moderate
to severe plaque psoriasis who are candidates for phototherapy or systemic
therapy.

CONTRAINDICATIONS
OTEZLA is contraindicated in patients with a known hypersensitivity to
apremilast or to any of the excipients in the formulation [see Adverse Reactions
(6.1)].

WARNINGS AND PRECAUTIONS
Depression: Treatment with OTEZLA is associated with an increase in adverse
reactions of depression. Before using OTEZLA in patients with a history of
depression and/or suicidal thoughts or behavior prescribers should carefully
weigh the risks and benefits of treatment with OTEZLA in such patients.
Patients, their caregivers, and families should be advised of the need to be 
alert for the emergence or worsening of depression, suicidal thoughts or other
mood changes, and if such changes occur to contact their healthcare provider.
Prescribers should carefully evaluate the risks and benefits of continuing
treatment with OTEZLA if such events occur. During the 0 to 16 week placebo-
controlled period of the 3 controlled clinical trials, 1.3% (12/920) of patients
treated with OTEZLA reported depression compared to 0.4% (2/506) treated
with placebo. During the clinical trials, 0.1% (1/1308) of patients treated with
OTEZLA discontinued treatment due to depression compared with none in
placebo-treated patients (0/506). Depression was reported as serious in 0.1%
(1/1308) of patients exposed to OTEZLA, compared to none in placebo-treated
patients (0/506). Instances of suicidal behavior have been observed in 0.1%
(1/1308) of patients while receiving OTEZLA, compared to 0.2% (1/506) in
placebo-treated patients. In the clinical trials, one patient treated with OTEZLA
attempted suicide while one who received placebo committed suicide. 

Weight Decrease: During the controlled period of the trials in psoriasis, weight
decrease between 5%-10% of body weight occurred in 12% (96/784) of patients
treated with OTEZLA compared to 5% (19/382) treated with placebo. Weight
decrease of  ≥ 10% of body weight occurred in 2% (16/784) of patients treated
with OTEZLA 30 mg twice daily compared to 1% (3/382) patients treated with
placebo. Patients treated with OTEZLA should have their weight monitored
regularly. If unexplained or clinically significant weight loss occurs, weight loss
should be evaluated, and discontinuation of OTEZLA should be considered. 

Drug Interactions: Co-administration of strong cytochrome P450 enzyme
inducer, rifampin, resulted in a reduction of systemic exposure of apremilast,
which may result in a loss of efficacy of OTEZLA. Therefore, the use of
cytochrome P450 enzyme inducers (e.g., rifampin, phenobarbital,
carbamazepine, phenytoin) with OTEZLA is not recommended [see Drug
Interactions (7.1) and Clinical Pharmacology (12.3)]. 

ADVERSE REACTIONS
Clinical Trials Experience in Psoriasis: Because clinical trials are conducted
under widely varying conditions, adverse reaction rates observed in the clinical
trial of a drug cannot be directly compared to rates in the clinical trials of
another drug and may not reflect the rates observed in clinical practice. Diarrhea,
nausea, and upper respiratory tract infection were the most commonly 
reported adverse reactions. The most common adverse reactions leading to
discontinuation for patients taking OTEZLA were nausea (1.6%), diarrhea
(1.0%), and headache (0.8%). The proportion of patients with psoriasis who
discontinued treatment due to any adverse reaction was 6.1% for patients
treated with OTEZLA 30 mg twice daily and 4.1% for placebo-treated patients.

Table 3: Adverse Reactions Reported in ≥1% of Patients on OTEZLA and With
Greater Frequency Than in Patients on Placebo; up to Day 112 (Week 16)

Placebo OTEZLA 30 mg BID
Preferred Term (N=506) (N=920)

n (%) n (%)

Diarrhea 32 (6) 160 (17)

Nausea 35 (7) 155 (17)

Upper respiratory tract infection 31 (6) 84 (9)

Tension headache 21 (4) 75 (8)

Headache 19 (4) 55 (6)

Abdominal pain* 11 (2) 39 (4)

Vomiting 8 (2) 35 (4)

Fatigue 9 (2) 29 (3)

(continued)

Table 3: Adverse Reactions Reported in ≥1% of Patients on OTEZLA and With
Greater Frequency Than in Patients on Placebo; up to Day 112 (Week 16)

Placebo OTEZLA 30 mg BID
Preferred Term (N=506) (N=920)

n (%) n (%)

Dyspepsia 6 (1) 29 (3)

Decrease appetite 5 (1) 26 (3)

Insomnia 4 (1) 21 (2)

Back pain 4 (1) 20 (2)

Migraine 5 (1) 19 (2)

Frequent bowel movements 1 (0) 17 (2)

Depression 2 (0) 12 (1)

Bronchitis 2 (0) 12 (1)

Tooth abscess 0 (0) 10 (1)

Folliculitis 0 (0) 9 (1)

Sinus headache 0 (0) 9 (1)

*Two subjects treated with OTEZLA experienced serious adverse reaction of
abdominal pain.

Severe worsening of psoriasis (rebound) occurred in 0.3% (4/1184) patients
following discontinuation of treatment with OTEZLA (apremilast).

DRUG INTERACTIONS
Strong CYP 450 Inducers: Apremilast exposure is decreased when OTEZLA is
co-administered with strong CYP450 inducers (such as rifampin) and may
result in loss of efficacy [see Warnings and Precautions (5.3) and Clinical
Pharmacology (12.3)].

USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Category C: OTEZLA should be used during pregnancy
only if the potential benefit justifies the potential risk to the fetus. Pregnancy
Exposure Registry: There is a pregnancy exposure registry that monitors
pregnancy outcomes in women exposed to OTEZLA during pregnancy.
Information about the registry can be obtained by calling 1-877-311-8972.
Nursing Mothers: It is not known whether OTEZLA or its metabolites are present
in human milk. Because many drugs are present in human milk, caution should
be exercised when OTEZLA is administered to a nursing woman. Pediatric use:
The safety and effectiveness of OTEZLA in pediatric patients less than 18 years
of age have not been established. Geriatric use: Of the 1257 patients who
enrolled in two placebo-controlled psoriasis trials (PSOR 1 and PSOR 2), a total
of 108 psoriasis patients were 65 years of age and older, including 9 patients
who were 75 years of age and older. No overall differences were observed in 
the efficacy and safety in elderly patients ≥ 65 years of age and younger adult
patients <65 years of age in the clinical trials. Renal Impairment: OTEZLA
pharmacokinetics were not characterized in patients with mild (creatinine
clearance of 60-89 mL per minute estimated by the Cockcroft–Gault equation) 
or moderate (creatinine clearance of 30-59 mL per minute estimated by the
Cockroft–Gault equation) renal impairment. The dose of OTEZLA should be
reduced to 30 mg once daily in patients with severe renal impairment (creatinine
clearance of less than 30 mL per minute estimated by the Cockroft–Gault
equation) [see Dosage and Administration (2.2) and Clinical Pharmacology
(12.3)]. Hepatic Impairment: Apremilast pharmacokinetics were characterized
in patients with moderate (Child Pugh B) and severe (Child Pugh C) hepatic
impairment. No dose adjustment is necessary in these patients.

OVERDOSAGE
In case of overdose, patients should seek immediate medical help. Patients
should be managed by symptomatic and supportive care should there be an
overdose.

Manufactured for: Celgene Corporation, Summit, NJ 07901

OTEZLA® is a registered trademark of Celgene Corporation.

Pat. http://www.celgene.com/therapies
©2014 Celgene Corporation, All Rights Reserved.
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W
e enter the dimly lit office 

of Sherlock Holmes 

with he and Dr. Watson 

engaged in a vigorous debate. Hol-

mes is mixing aliquots of two chem-

icals and watching the precipitate 

collect in the bottom of the beaker 

while Watson is coughing at the win-

dow complaining of the malodor-

ous scent filling the room. Holmes 

chides Watson for being childishly 

weak-natured in light of the tre-

mendous discovery he has made.

“What good is a product that smells 

and tastes so frightfully awful?” in-

quires Watson, not knowing that Hol-

mes has discovered a new drug for 

the treatment of acne. Holmes jubi-

lantly dances around the room, pro-

claiming he has alleviated adolescent 

suffering and restored dignity to ma-

ture women noting that dermatologists 

will now be able to write a prescription 

for his concoction. 

Watson is not impressed. He says, 

“Holmes, dermatologists will write 

prescriptions for your drug, but the 

prescriptions will not be filled!” Hol-

mes picks up his pipe, takes a few 

puffs, blows smoke in Watson’s face 

and says, “We must solve the case of 

the unfilled prescription.”

LOOKING AT CLUES

It is now up to us to solve the case 

and determine why Holmes’ prescrip-

tion for this breakthrough acne drug 

has not been filled. Many clues exist 

for consideration. First, a thorough re-

view of newly written insurance poli-

cies specifies that acne is not a cov-

ered diagnosis, thus acne medications 

must be purchased outside the pre-

scription plan. Second, a trip to the 

pharmacy confirms that the medica-

tion is priced at $350 a tube and while 

Holmes’ drug appears promising, 

there is no guarantee it will meet pa-

tient expectations. 

Third, while an insurance plan has 

been located that the patient might 

wish to purchase with acne coverage, 

acne drugs require step therapy and 

the patient must use and fail two other 

medications before Holmes’ drug can 

be obtained via prior authorization. 

This means the patient would need 

to pay for two additional office visits 

and purchase two additional prescrip-

tions before access to Holmes’ drug 

might be granted. Of course, there is 

no guarantee that prior authorization 

would be obtained after completing 

these requirements.

We announce to both Holmes and 

Watson that the case has been solved! 

The prescription went unfilled for sev-

eral reasons with the common under-

lying theme of money. It appears that 

the patient spent all of their available 

funds on monthly insurance premiums 

of $250. The premiums are less than 

many comparable plans because the 

coverage is offered through the uni-

versity group plan, but the deductible 

is $2,500 annually. 

It is early in the plan year and the 

patient has had no other medical 

needs, so he used his last $75 this 

month to pay for his office visit co-

pay, realizing that he will need to also 

pay for the remainder of the charges 

Solving the case of the 
unfi lled prescription

Zoe Diana Draelos, M.D.,

is a Dermatology Times editorial 

adviser and consulting professor 

of dermatology, Duke University 

School of Medicine, Durham, N.C.

It is up to us to 
solve the case and 
determine why 
Holmes’ prescription 
for this breakthrough 
acne drug has not 
been filled.

when the insurance company puts the 

visit toward his deductible. Now he re-

alizes he has no money left to pay for 

the prescription out-of-pocket.

SOLVING THE PROBLEM

While the case of the unfilled pre-

scription has been solved, we still 

have not solved the problem for the 

patient who has received no im-

provement in his acne despite pay-

ing more than $350 this month. 

What should the patient do?

Since it is unlikely that the student 

will have any extra money next month, 

there is only one logical solution. He 

should cancel his insurance policy for 

one month and use the $350 to pay for 

his prescription. Once the medication 

has been purchased, he should then 

reinstate his insurance policy hoping 

that he does not get in a car accident 

and require medical care during the 

one-month lapse.

Neither Holmes nor Watson are im-

pressed with our solution. Paying $350 

a month to receive no care for one of 

the most common conditions affecting 

young adults is “poppycock,” declares 

Watson. Holmes wonders why he even 

wasted his time developing this novel 

highly efficacious acne medication. 

Dermatologists are frustrated because 

they know there will be many more cases 

of the unfilled prescription. DT

Acne drugs require 
step therapy and 
the patient must 
use and fail two 
other medications 
before Holmes’ 
drug can be 
obtained via prior 
authorization.
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D
r. A and his associ-

ates Drs. B and C all pro-

vided medical care to John 

Doe. This medical care was pro-

vided to Doe over the course of 12 

years for his recalcitrant psoriasis.

At various times Doe presented 

with localized psoriasis; at other times 

he was hospitalized for near total-

body erythroderma. Unfortunately he 

eventually suffered from a complica-

tion from one of the various biologic 

agents he took to control his chronic 

recalcitrant psoriasis. After recover-

ing from near-death, Doe sought legal 

council and was advised to sue his 

former dermatologists.

Doe hires a law firm and signs the 

appropriate releases. His attorney 

asks for all copies of the records from 

Drs. A, B and C. The total 12-year re-

cords amount to 433 pages. The 

Board of Medical Examiners in their 

jurisdiction does not stipulate an exact 

fee that offices may charge for medi-

cal records. The regulation simply 

states that fees must be reasonable.

FEES FOR COPIES

The dermatologists ask for $3 per 

page, submit a bill for $1,299, and 

state that the records will only be 

sent once the fee is paid. The law firm 

sends a letter back to them stating 

that “fees” will be paid once the re-

cords are received. The dermatolo-

gists refuse to do so and receive a let-

ter from the law firm that they will sue 

them if the records are not sent.

Drs. A, B and C do not respond. 

Soon thereafter they receive a sum-

mons from their local court. The crux 

of the lawsuit is that the dermatologists 

are being sued for excessive fees for 

copies of their medical records. They 

are shocked. What can they do?

In March 2005, the Supreme Court of 

Mississippi ruled on a somewhat simi-

lar case. The law firm Owen & Galloway 

LLC filed a lawsuit 

against defendants 

Smart Corpora-

tion, a medical re-

cords company; 

Gulf Coast Com-

munity Hospital; 

and Hancock Medi-

cal Center, alleging 

— among other is-

sues — that exces-

sive fees were being charged to the firm 

for the copying and submission of med-

ical records in violation of Mississippi’s 

antitrust laws.

The firm sought injunctive relief to im-

mediately receive the medical records, at-

torney’s fees, $10 million in actual dam-

ages and $15 million in punitive damages. 

The trial court initially listening to the case 

granted summary judgment to the de-

fendants, in essence throwing the case 

out of court. The court noted that the firm 

lacked standing because, as a matter of 

law, the legal firm of Owen & Galloway 

had no independent right to purchase re-

cords of its clients from doctors or hos-

pitals. The law firm appealed the case to 

the higher court in Mississippi.

FOLLOWING FEE STRUCTURES

The Mississippi Supreme Court affirmed 

the ruling of the lower court. The high 

court agreed with then trial court that 

the firm’s only right to purchase cop-

ies of medical records was in its capac-

ity as an agent for its clients. Thus, the 

court found that the real parties of inter-

est were the clients, not the law firm. The 

firm itself lacked the right to object to the 

pricing structure of the medical records.

What the court did not answer was 

whether the clients would win such a 

lawsuit. Many state boards of medical 

examiners provide a fee structure for 

the copying of medical records. These 

should be strictly followed. Of note, 

many physicians copy such records at 

no charge for their patients. They have 

no obligation to do so.

In a state such as that of Drs. A, B 

and C, however, where the state regula-

tion only requires reasonable charges, 

there must be some correlation be-

tween the actual overhead of providing 

such records and the charged fee. DT

David J. Goldberg, M.D., J.D., 

is director of Skin Laser and Surgery 

Specialists of New York and New 

Jersey; director of laser research,Mount 

Sinai School of Medicine; and adjunct 

professor of law, Fordham Law School.

Patient sues over 
medical record copy fees

The crux of the lawsuit is that 
the dermatologists are being 
sued for excessive fees for 
copies of their medical records.

The firm itself 
lacked the right to 
object to the pricing 
structure of the 
medical records. 

Questions? Comments? 
Give Dermatology Times your 
feedback by contacting us at 
editor@dermatologytimes.com
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Even the largest and most methodo-
logically robust clinical studies have their 
limitations, and therefore must be inter-
preted carefully, an expert says.

Meta-analyses maximize their statis-
tical power by combining multiple ran-

domized controlled 
trials (RCTs), says 
Junko Takeshita, 
M.D., Ph.D. She is 
a postdoctoral fel-
low and instructor 
in the University of 
Pennsylvania Perel-
man School of Med-
icine’s department 

of dermatology, Philadelphia.
There are, however, disadvantages of 

large reviews, including the heterogene-
ity of their populations and study meth-
ods, which makes interpretation of the 
results difficult, she says. Additionally, 
“Meta-analyses are only as good as the 
included studies.”

Re g a rd i ng spi ronol ac tone a s 
an acne treatment, she says, a Co-
chrane review (Brown J, Farquhar 
C, Lee O, et al. Cochrane Database 

Syst Rev. 2009;(2):CD000194) uncov-
ered two RCTs but excluded one be-
cause it involved only 12 patients tak-
ing spironolactone and one on pla-
cebo (Goodfellow A, Alaghband-Za-
deh J, Carter G, et al. Br J Dermatol. 
1984;111(2):209-214). The remaining 
study, which included 29 patients and 
showed no difference versus placebo 
(Muhlemann MF, Carter GD, Cream JJ, 
Wise P. Br J Dermatol. 1986;115(2):227-
232), constituted insufficient evi-
dence to support spironolactone as 
an effective treatment for acne, Dr. 
Takeshita says.

RCT LIMITATIONS

RCTs, on the other hand, maximize inter-
nal validity, she says. Randomizing pa-
tients to one treatment or another (ideally 
with double blinding) maximizes inves-
tigator control and minimizes confound-
ing factors, which often plague observa-
tional studies, she explains.

“So when you get the end results of 
an RCT, you can be pretty confident that 
they stem from the actual intervention,” 
Dr. Takeshita says.

RCTs’ constraints, however, include 
limited external validity, she notes. Be-
cause RCTs use specific inclusion and 
exclusion criteria, physicians can’t as-
sume that their results apply to the entire 
patient population with a specific illness.

“RCTs are very resource-intensive 
and time-consuming,” Dr. Takeshita 
says. “And finally, RCTs are rarely pow-
ered to determine safety.”

In this regard, she says, RCTs are 
rarely sufficiently statistically powered 
to accurately gauge adverse events. 
Rather, she says it’s important to remem-
ber that most RCTs report side effects as 
secondary outcomes. Because RCTs are 
generally short, she adds, “It’s hard to de-
termine the true risk, especially of rare 
side effects.”

OVERSTATING RESULTS

As for efficacy, one-third of all published 
RCTs are later contradicted or shown to 
have overstated their results (Ioannidis 
JP. JAMA. 2005;294(2):218-228).

A phase 3 study evaluating the efficacy and 

safety of biosimilar candidate ABP 501 com-

pared with Humira (adalimumab, AbbVie) in 

treating plaque psoriasis has met its primary 

endpoint. At week 16, that improvement was 

within the prespecified equivalence margin for 

ABP 501 compared with adalimumab. Safety 

and immunogenicity of ABP 501 were compa-

rable to adalimumab. Amgen officials say this 

is the first of two phase-3 studies that will lead 

to global regulatory submissions for ABP 501.
READ MORE: 

bit.ly/psoriasisbiosimilar

STUDIES see page 29

Clinical study results 
require context, caution
JOHN JESITUS | SENIOR STAFF CORRESPONDENT

Antifungal 
treatment will not 
necessarily result 
in a total cure.Ó

Avner Shemer, M.D.
Tel Hashomer, Israel

On managing tough 
onychomycosis cases 
frequently complicated 
by other factors

See story, page 1

Not all clinical studies are 
created equal, an expert says, 
and even the most robust trials 
require careful interpretation.

QUICK READ

Quotable DTExtra

Dr. Takeshita
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voice of the dermatologist

“My belief is, go small or go home. Nanomaterials 
represent an innovative direction.”

Adam Friedman, M.D., New York, 
on the future of nanomaterials
See story, page 1

onycholysis is usually a pathogen (such 
as a saprophyte) or contaminant. Less 
common causes of onycholysis include 
fungus, he says.

Conversely, the combination of 
onychomycosis and nail trauma oc-
curs particularly commonly in the 
fifth toenail. 

“Antifungal treatment will not nec-
essarily result in a total cure,” Dr. Sh-
emer says. 

REVIEWING CASES

With such caveats in mind, he offers 
the following difficult cases:

Case 1 (pictured on the cover): A 
54-year-old female patient with a 20-
year history of severe psoriasis re-
ported that during the past year, her 
fingernails and toenails had become 
heavily dystrophic. Her history also in-
cludes hypercholesterolemia, hyper-
lipidemia and hypertension; she was 
on simvastatin and amlodipine. 

“The patient was treated for skin and 
nail psoriasis with different topical ste-
roids, with no improvement,” Dr. Sh-
emer says. Four weeks of phototherapy 
also achieved no response.

Next, Dr. Shemer prescribed metho-
trexate 15 mg weekly followed by 5 mg 
folic acid for five weeks. This regimen 
produced mild-to-moderate improve-
ment in the patient’s skin. 

“Elevated liver function test was 
noted; therefore, the treatment was 
discontinued. Etretinate was not rec-
ommended due to her hyperlipid-
emia,” he says.

Due to positive results of QuantiF-
ERON (Quest Diagnostics) and Man-
toux testing, the patient went on rifam-
picin for six months. Two months into 
this regimen, mycological analysis of 
her fingernails and toenails revealed 
Trichophyton rubrum in both areas. 

“One culture from the finger was 
also positive for Aspergillus,” he says.

Three months after beginning treat-
ment with systemic terbinafine, “She 
had no improvement. Another myco-
logical analysis was taken from her fin-
gernails and toenails. T. rubrum was 
revealed again, but not Aspergillus,” Dr. 
Shemer says.

This patient failed to improve on 
oral terbinafine, he says, because ri-
fampicin accelerates the clearance 
of terbinafine by 100 percent (Gupta 
AK, Katz HI, Shear NH. J Am Acad 

Dermatol. 1999;41(2 Pt 1):237-249). 
Therefore, the patient continued on 
terbinafine but discontinued the ri-
fampicin. Ten weeks later, “Moderate 
improvement was noted in the nails. 
Then etanercept was started three 
weeks after discontinuation of terbi-
nafine.” After four months on etan-
ercept, Dr. Shemer says, the patient 
had substantial, visible improvement 
of her skin and nails.

Case 2: A 61-year-old male construc-
tion worker with a history of hyperten-
sion, diabetes and mild stasis dermati-
tis presented with severe onychomyco-

sis and tinea pedis of all toenails, both 
of which had lasted 30 years. 

“He had no history of nail trauma 
or prior nail surgery,” Dr. Shemer says.

Direct smear analysis of his right 
hallux was positive for fungal hyphae, 
he says. 

“T. rubrum was revealed in culture. 
His liver function tests were normal, 
so terbinafine 250 mg for four months 
was started. Liver function tests were 
performed every month. Six months 
after beginning the treatment, mild-
to-moderate improvement was noted 
in all toenails except for the right hal-
lux,” Dr. Shemer says.

Mycological analysis of the right 
hallux proved negative for fungal hy-
phae. Suspecting a dermatophyte in-
fection, “Another mycological analysis 
was taken by drilling from the tip and 
proximal area of the nail plate. Direct 
smear was positive for hyphae. Culture 
revealed T. rubrum,” he says.

Dr. Shemer recommended surgical 
ablation of the aff licted nail, but the 
patient refused surgery. Instead, he 
performed chemical ablation using 
40 percent urea paste applied once 
weekly under occlusion. After eight 
weeks of this treatment, “The nail be-
came opaque white but did not dis-
solve. In order to increase the pen-
etration of the uric acid, we drilled 

ONYCHOMYCOSIS:

Tough cases demand persistence, creativity from page 1

ONYCHOMYCOSIS see page 23

Tough cases of onychomycosis 

frequently include complicating 

factors such as psoriasis, 

onycholysis and nondermatophyte 

infections, an expert says.

QUICK READ

“Treating the 
nondermatophyte 
infection will 
not help the 
onycholysis.”
Avner Shemer, M.D.

Tel Hashomer, Israel

“Antifungal 
treatment will not 
necessarily result in 
a total cure.”
Avner Shemer, M.D.

Tel Hashomer, Israel
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TREAT ACNE FROM A DIFFERENT POINT OF VIEW. 
PRESCRIBE EPIDUO GEL. 

Epiduo® (adapalene and benzoyl peroxide)
Gel 0.1%/2.5% can help your 
patients look forward to clearer skin
•  Early results and the power to help prevent

breakouts1-4

•  The ONLY antibiotic-free fi xed-dose combination
•  Effi  cacy and tolerability proven in patients

9 years of age and older1,5*†

Important Safety Information 
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Events: In controlled clinical studies, the most commonly reported adverse events (≥1%) in patients treated with EPIDUO® Gel 
were dry skin, contact dermatitis, application site burning, application site irritation and skin irritation Warnings/Precautions: 
Patients taking EPIDUO® Gel should avoid exposure to sunlight and sunlamps and wear sunscreen whensun exposure cannot be 
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and may necessitate discontinuation. 
You are encouraged to report negative side e� ects of prescription drugs to the FDA.
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* A phase 3, randomized, multicenter, double-blind, active- and vehicle-controlled, parallel-group study evaluating the e�  cacy and safety 
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†  A multicenter, randomized, vehicle-controlled, double-blind study evaluating the e�  cacy and safety of adapalene 0.1%—BPO 2.5% 
� xed-dose combination gel in subjects 9 to 11 years of age with acne vulgaris (N=285).

Please see brief summary of full Prescribing Information on next page.
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IMPORTANT INFORMATION ABOUT

EPIDUO® GEL
(adapalene and benzoyl peroxide) Gel, 0.1% / 2.5%

BRIEF SUMMARY 

This summary contains important information about EPIDUO (EP-E-Do-Oh) 
gel. It is not meant to take the place of your doctor’s instructions. Read this 
information carefully before you start using EPIDUO gel. Ask your doctor or 
pharmacist if you do not understand any of this information or if you want 
to know more about EPIDUO gel. For full Prescribing Information and Patient 
Information please see the package insert. 

WHAT IS EPIDUO GEL? 
EPIDUO gel is a prescription medicine for skin use only (topical) used to treat 
acne vulgaris in people 9 years of age or older. Acne vulgaris is a condition  
in which the skin has blackheads, whiteheads, and pimples.  

WHO IS EPIDUO GEL FOR?
EPIDUO gel is for use in people 9 years of age and older. It is not known if 
EPIDUO gel is safe and effective for children younger than 9 years old.

Do not use EPIDUO gel for a condition for which it was not prescribed. Do not 
give EPIDUO gel to other people, even if they have the same symptoms you 
have. It may harm them.

WHAT SHOULD I TELL MY DOCTOR BEFORE USING EPIDUO GEL? 
Before you use EPIDUO gel, tell your doctor if you:
•	 have other skin problems, including cuts or sunburn.
•	 have any other medical conditions.
•	  are pregnant or planning to become pregnant. It is not known if EPIDUO gel 

can harm your unborn baby.  
•	  are breastfeeding or plan to breastfeed. It is not known if EPIDUO gel  

passes into your breast milk and if it can harm your baby. Talk to your  
doctor about the best way to feed your baby if you use EPIDUO gel.

Tell your doctor about all of the medicines you take, including prescription 
and non-prescription medicines, vitamins, and herbal supplements. 
•	  Especially tell your doctor if you use any other medicine for acne. Using 

EPIDUO gel with topical medicines that contain sulfur, resorcinol or salicylic 
acid may cause skin irritation.

•	  Know the medicines you take. Keep a list of them to show your doctor and 
pharmacist when you get a new medicine.

WHAT SHOULD I AVOID WHILE USING EPIDUO GEL?
•	  You should avoid spending time in sunlight or artificial sunlight, such as 

tanning beds or sunlamps. EPIDUO gel can make your skin sensitive to sun 
and the light from tanning beds and sunlamps. You should wear sunscreen 
and wear a hat and clothes that cover the areas treated with EPIDUO gel if 
you have to be in the sunlight.

•	  You should avoid weather extremes such as wind and cold as this may 
cause irritation to your skin.

•	  You should avoid applying EPIDUO gel to cuts, abrasions and sunburned skin.
•	  You should avoid skin products that may dry or irritate your skin such as 

harsh soaps, astringents, cosmetics that have strong skin drying effects 
and products containing high levels of alcohol.

•	  You should avoid the use of “waxing” as a hair removal method on skin 
treated with EPIDUO gel.

•	  EPIDUO gel may bleach your clothes or hair. Allow EPIDUO gel to dry  
completely before dressing to prevent bleaching of your clothes.

WHAT ARE THE MOST COMMON SIDE EFFECTS OF EPIDUO GEL? 

The most commonly reported side effects when using EPIDUO gel include 
erythema, scaling, dryness, application site irritation, stinging and burning.

Depending upon the severity of these side effects, patients should be instructed 
to use a moisturizer, reduce the frequency of the application of EPIDUO gel,  
or discontinue use.

Tell your doctor right away if these side effects continue for longer than  
4 weeks or get worse, you may have to stop using EPIDUO gel. Tell your doctor 
if you have any side effect that bothers you or that does not go away.

These are not all of the possible side effects of EPIDUO gel. For more  
information, ask your doctor or pharmacist.  

You are encouraged to report negative side effects of prescription drugs to 
the FDA at www.fda.gov/medwatch or call 1-800-FDA-1088. You may also 
contact GALDERMA LABORATORIES, L.P. at 1-866-735-4137.

HOW SHOULD I USE EPIDUO GEL? 
•	  Use EPIDUO gel exactly as your doctor tells you to use it. EPIDUO gel is for 

skin use only. Do not use EPIDUO gel in or on your mouth, eyes, or vagina.
•	 Apply EPIDUO gel 1 time a day.
•	  Do not use more EPIDUO gel than you need to cover the treatment area.  

Using too much EPIDUO gel or using it more than 1 time a day may increase 
your chance of skin irritation. 

APPLYING EPIDUO GEL:
•	  Wash the area where the gel will be applied with a mild cleanser and  

pat dry.
•	 EPIDUO gel comes in a tube and a pump. If you have been prescribed the:
	 ο  Tube: Squeeze a small amount (about the size of a pea) of EPIDUO gel 

onto your fingertips and spread a thin layer over the affected area.
	 ο  Pump: Depress the pump to dispense a small amount (about the size of 

a pea) of EPIDUO gel and spread a thin layer over the affected area. 

WHERE SHOULD I GO FOR MORE INFORMATION ABOUT EPIDUO GEL? 
•	 Talk to your doctor or pharmacist
•	 Go to www.epiduo.com or call 1-866-735-4137 

GALDERMA LABORATORIES, L.P., Fort Worth, Texas 76177 USA
Revised: February 2013
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the nail above the dermatophyte-in-
fected area.” 

After another four sessions of paste 
application under occlusion, the nail 
had been fully ablated. The patient 
then applied topical terbinafine for 
several months until achieving a com-
plete cure.

Case 3: A 47-year-old farmer pre-
sented with a 15-year history of on-
ychomycosis and tinea pedis. “Di-
rect microscopy was positive for fun-
gal hyphae. T. rubrum was revealed 
in culture.” The patient started sys-
temic terbinafine 250 mg daily for 
three months, after which he demon-
strated mild-to-moderate improve-
ment. Three months after the patient 
finished the terbinafine regimen, Dr. 
Shemer prescribed another month of 
oral terbinafine at the same dose. Ten 
months after the patient presented, 
“All the nails were almost cured com-
pletely except for the fourth left toe-
nail,” he says.

A second mycological analysis 
of this nail using standard culture 
was negative. “We performed direct 
microscopy using the drilling tech-
nique, and it was positive,” Dr. Sh-
emer says.

A dermatopathologist identified 
Scopulariopsis brevicaulis in the sam-
ple. If one suspects a mold infection, 
Dr. Shemer says, he or she should in-
struct the dermatopathology lab to 
use a culture medium without the 
antiseptic cycloheximide, which pre-
vents mold growth. Another two con-
secutive mycological analyses, plus 
polymerase chain reaction (PCR), 
were performed, confirming the di-
agnosis (Shemer A, Davidovici B, 
Grunwald MH, et al. Br J Dermatol. 
2009;160(1):37-39).

ONYCHOMYCOSIS:

Tough cases demand persistence, creativity from page 18

For this patient, Dr. Shemer prescribed 
systemic itraconazole — 400 mg daily for 
one week, followed by three weeks off 
therapy — for three months. “Six months 
after cessation of the systemic treatment, 
the patient had experienced marked im-
provement,” he says.

“If one suspects a nondermatophyte 

mold, it’s very important to instruct the 
lab to use the correct media,” Dr. Shemer 
says. “For S. brevicaulis, this case also il-
lustrates the superiority of itraconazole 
to oral terbinafine.” DT

Disclosures: Dr. Shemer reports no relevant 

financial interests.

The combination 
of onychomycosis 
and nail trauma 
occurs particularly 
commonly in the 
fifth toenail.

OUR EYES REMAIN

ON THE FUTURE
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Since the DF was established in 1964, dermatology has emerged  

as a vibrant and vital specialty in the house of medicine. 

For fve decades, the Foundation has provided funding that  

has helped to develop and retain new generations of teachers,  

researchers and mentors, enabling advancements in patient care.

Individual physician support has always been at the core of the  

DF’s ability to support progress. In an era of fat NIH funding,  

and ever-changing economic, social and health care trends,  

dermatologists’ participation is more crucial than ever.   

 With help from the dermatologic community,  

we can remain focused on furthering  

every aspect of the specialty.

Celebrate the past and ensure the future. 

Please visit the DF Contribution Center at  

dermatologyfoundation.org and make a contribution.

Underwritten by an educational grant from Galderma Laboratories, L.P.

After 50 years of supporting the development of dermatology . . .
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I’M TIRED OF BEING STARED AT. BUT WORSE, 

I DON’T EVEN WANT TO SEE MYSELF.

Many patients with moderate to severe psoriasis (PsO) 
have trouble expressing how they’re doing. You
probably have patients in your practice who still suffer 
from embarrassment, poor self-image, and social isolation
but aren’t talking to you about it.1-4 

But with just 1 revealing question, you can uncover the 
dissatisfaction your patients may have trouble expressing 
and help make a real difference in managing their PsO.

Find out how you can help at PsOmuchmore.com

MAKE A CONNECTION. MAKE A DIFFERENCE.
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vative direction. It’s not the future — it’s 
already present in dermatology, and it 
will continue to grow with time.”

He adds, however, that as dermatolo-
gists, “We should be at the crux of wound 
healing, developing new therapies. But 
we’re often not.”

Wound healing represents a major 
gap in dermatolog y t raining, Dr. 
Friedman says, but understanding 
which nanomaterials can accelerate 
wound  healing — and how and when to 
use them — requires knowledge of the 
wound-healing process.

MOIST WOUND HEALING

In this regard, he says, the current concept 
of moist wound-healing suits nanotech-
nology well. Dry wound exudate and es-
char impede the entry of new cells to the 
wound area, Dr. Friedman says. 

“Many patients 
believe they should 
let the wound dry 
out. That’s actually 
the worst thing to 
do. Simple occlu-
sion with petroleum 
jelly and a Band-Aid 
will start wound 
healing probably as 

well as any prescription vehicle,” he says.
At the nanoscale, Dr. Friedman adds, 

wound-healing materials are more oc-
clusive than their bulk counterparts. 

“They’ll sit more evenly on the 
wound bed or the skin itself. That will 
decrease transepidermal water loss,” 
he says. Maintaining moisture in the 
wound bed facilitates advanced cell 
migration and, perhaps more impor-
tantly, electrochemical communica-
tion between cells.

Different materials pertain to differ-
ent wound-healing stages, Dr. Fried-
man says.

“In the inf lammatory stage, you 
want antimicrobial agents,” he says, 
not i ng t hat i m mu nomodu lator y 
agents not only stimulate the im-
mune response, but also must taper 
off when the proliferative stage be-
gins. At this stage, wounds benefit 
from interventions such as growth 
factors and scaffolding. 

“Where the wound is in terms of 
healing determines what product 
you’re going to use,” he says. “With 
nanotechnology, you can have mul-
tiple agents in one platform. And der-

matologists are kings of synergy, com-
bining different ingredients in the 
same platform.”

ANTIMICROBIALS

Among antimicrobial agents, “Silver 
has been used to prevent food spoilage 
for thousands of years. That’s because 
in bulk scale, silver spontaneously re-
leases silver nanoparticles. Those par-
ticles release silver cations. Their posi-
tive charge links to the negative charge 
on bacterial, fungal and viral cytoplas-
mic cell membranes/walls.”

However, Dr. Friedman notes, human 
cell walls are different. 

“Our cell plasma membranes inter-
act weakly — if at all — with these posi-
tively charged silver ions, as the electro-
static properties are different,” he says. 
“Interestingly, our own immune system 
already capitalizes on these differences, 
using antimicrobial peptides which have 
a strong positive charge, allowing these 
peptides to bind to the pathogen sur-
face, but also a negatively charged end 
(hence, they are amphipathic) which is 
repelled into the cell membrane, form-
ing a pore and tearing that bacterial or 
fungal cell apart.”

Furthermore, Dr. Friedman says the 
greater amount of surface area available 
with nanoparticles increases their sur-
face reactivity. At the nanoscale, “That 
positive charge is much stronger. And 
therefore, these materials are much 
more attracted to bacterial, fungal and 
viral cell walls. Also at the nanoscale, 
where most biological processes occur, 
the likelihood that silver nanoparticles 
will interact with the intended target is 
much greater.”

CURCUMIN TRIALS

Curcumin, derived from the spice tur-
meric, has been explored in oncology as a 
potent and innovative anticancer agent, 
he says. With many in vitro trials com-
pleted, “Clinical trials are under way at 
MD Anderson Cancer Center, evaluat-

ing curcumin as both a radioprotectant 
and anticancer agent.” 

Additionally, “We’ve been looking at 
it as a wound-healing and antimicro-
bial agent,” Dr. Friedman says. “The 
importance of using nanoparticles 
here is that first off, curcumin is not 
water-soluble, so delivery can be quite 
difficult. Additionally, it can stain skin/
clothing orange — not a well-tolerated 
adverse event. But at the nanoscale, 
these particles do not scatter visible 
light. Rather, they become invisible.”

In a mouse model, “We’ve shown 
that curcumin nanoparticles can clear 
MRSA infection from a burn wound over 
time (Krausz AE, Adler BL, Navati M, et 
al. Poster 8832 presented at: American 
Academy of Dermatology 72nd Annual 
Meeting; March 21-25, 2014; Denver). But 
more importantly, curcumin has immu-
nomodulatory effects. In the setting of a 
wound infection, it can both clear the in-
fection as well as accelerate wound heal-
ing through multiple biological mecha-
nisms,” he says.

That’s because curcumin possesses 
numerous wound-healing targets. 

“There are probably targets we don’t 
even know about,” Dr. Friedman says. 
“But it definitely has anti-inflamma-
tory effects. We’ve shown this both in 

vitro and in vivo (Krausz AE, Adler BL, 
Cabral V, et al. Nanomedicine. Epub 18 
Sept 2014). In this study, we found that 
curcumin nanoparticles could reduce 
expression of interleukin-6 (IL-6), a very 
important cytokine that can suppress 
the Th1 response but also maintain the 
pro-inflammatory environment in burn 
wounds, perpetuating that infection and 
slowing healing.” 

HEALING WITH NITRIC OXIDE

Similarly, the gaseous molecule nitric 
oxide (NO) fulfills myriad wound-heal-
ing functions, Dr. Friedman says. This li-
pophilic molecule modulates vasculature, 
accelerates wound healing, fights infec-
tion and induces melanogenesis. While 
many cell types can make NO, “Macro-
phages which infiltrate the wound in the 
first 72 hours are the main source, mak-
ing them the most important cell type in 
early wound healing. As NO levels de-
crease over time, that induces cytodif-
ferentiation, inhibits much of the intense 
Th1 response, and allows for the transi-
tion from the inflammatory phase into 

NANOTECHNOLOGY see page 29

NANOTECHNOLOGY:

An understanding of nanomaterials can accelerate wound healing  from page 1

Choosing the right nanotechnology 

agent to aid in wound healing 

requires matching its properties to 

the stage of the wound being treated, 

an expert says. Agents being used 

include nanoscale technology to 

deliver include curcumin, nitric oxide, 

growth factors and siRNA. 

QUICK READ

Dr. Friedman
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IMPORTANT SAFETY INFORMATION

Desonate® is contraindicated in those patients with a history of 
hypersensitivity to any of the components of the preparation.

Topical corticosteroids can produce reversible hypothalamic 
pituitary adrenal (HPA) axis suppression with the potential for clinical 
glucocorticosteroid insufficiency, Cushing’s syndrome, hyperglycemia and 
unmasking of latent diabetes. Systemic absorption may require periodic 
evaluation for HPA axis suppression. If HPA axis suppression is documented, 
an attempt should be made to gradually withdraw the drug, to reduce the 
frequency of application, or to substitute a less potent steroid. Use of more 
than one corticosteroid-containing product at the same time may increase 
the total systemic corticosteroid exposure.

Pediatric patients may be more susceptible to systemic toxicity due to their 
larger skin surface-to-body mass ratios. Unless directed by a physician, do 
not use on the underarm or groin area of children. Do not use to treat diaper 
dermatitis. Use in children less than 3 months of age is not recommended.

Local adverse reactions may be more likely to occur with occlusive use, 
prolonged use or use of higher potency corticosteroids. Reactions may 
include skin atrophy, striae, telangiectasias, burning, itching, irritation, 
dryness, folliculitis, acneiform eruptions, hypopigmentation, perioral 
dermatitis, allergic contact dermatitis, secondary infection, and miliaria. 
Some local adverse reactions may be irreversible.

If concomitant skin infections are present or develop during treatment, an 
appropriate antifungal or antibacterial agent should be used. If a favorable 
response does not occur promptly, use of Desonate® should be discontinued 
until the infection is adequately controlled.

If irritation develops, Desonate® should be discontinued and appropriate 
therapy instituted. 

The most common adverse reactions (incidence ≥ 1%) are headache, 
application site burning and rash.

Desonate® is for topical use only. Not for ophthalmic, oral or intravaginal 
use. As with other corticosteroids, therapy should be discontinued when 
control is achieved.

See adjacent page for Brief Summary of full Prescribing 
Information.

You are encouraged to report negative side effects of 
prescription drugs to the FDA. Visit www.fda.gov/medwatch,    
or call 1-800-FDA-1088
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J. A novel hydrogel vehicle formulated for the treatment of atopic  dermatitis.         
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Approved for use in patients 3 months          
of age and older.

Pediatric patients may be more susceptible 
to systemic toxicity due to their larger skin 
surface-to-body mass ratios. Unless directed 
by a physician, do not use on the underarm 
or groin area of children. Do not use to treat 
diaper dermatitis. Use in children less than       
3 months of age is not recommended. 

No AB rated generic equivalent1

with unlimited fills

See reverse for important program information.

with unlimited fills
up to a maximum

benefit of $200 per fill

COPAY
(Up to a maximum benefit of $200 per fill).

INTRODUCING $0 COPAY

INDICATION & USAGE

Desonate® (desonide) Gel 0.05% is indicated for the treatment of mild to moderate 
atopic dermatitis in patients 3 months of age and older.

Patients should be instructed to use Desonate® for the minimum amount of time as 
necessary to achieve the desired results because of the potential for Desonate® to 
suppress the hypothalamicpituitary-adrenal (HPA) axis. Treatment should not exceed 
4 consecutive weeks.
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DESONATE® (desonide) Gel 0.05% 
For Topical Use Only
Rx Only

BRIEF SUMMARY
CONSULT PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE
 Desonate is indicated for the treatment of mild to moderate atopic dermatitis in patients 3 
months of age and older. 
 Patients should be instructed to use Desonate for the minimum amount of time as 
necessary to achieve the desired results because of the potential for Desonate to suppress 
the hypothalamic-pituitary-adrenal (HPA) axis [see Warnings and Precautions (5.1)]. 
Treatment should not exceed 4 consecutive weeks [see Dosage and Administration (2)]. 

4 CONTRAINDICATIONS
Desonate is contraindicated in those patients with a history of hypersensitivity to any of the 
components of the preparation.

5 WARNINGS AND PRECAUTIONS
5.1 Effects on Endocrine System
Systemic absorption of topical corticosteroids can produce reversible hypothalamic-
pituitary-adrenal (HPA) axis suppression with the potential for clinical glucocorticosteroid 
insufficiency. This may occur during treatment or upon withdrawal of the topical 
corticosteroid.
 The effect of Desonate on HPA axis function was investigated in pediatric subjects, 6 
months to 6 years old, with atopic dermatitis covering at least 35% of their body, who were 
treated with Desonate twice daily for 4 weeks. One of 37 subjects (3%) displayed adrenal 
suppression after 4 weeks of use, based on the cosyntropin stimulation test. As follow-
up evaluation of the subject’s adrenal axis was not performed, it is unknown whether 
the suppression was reversible [see Use In Specific Populations (8.4) and Clinical 
Pharmacology (12.2)]. 
 Pediatric patients may be more susceptible than adults to systemic toxicity from equivalent 
doses of Desonate due to their larger skin surface-to-body mass ratios [see Use In 
Specific Populations (8.4)].
 Because of the potential for systemic absorption, use of topical corticosteroids may 
require that patients be periodically evaluated for HPA axis suppression. Factors that 
predispose a patient using a topical corticosteroid to HPA axis suppression include the 
use of more potent steroids, use over large surface areas, use over prolonged periods, 
use under occlusion, use on an altered skin barrier, and use in patients with liver failure. 

 An ACTH stimulation test may be helpful in evaluating patients for HPA axis suppression. 
If HPA axis suppression is documented, an attempt should be made to gradually withdraw 
the drug, to reduce the frequency of application, or to substitute a less potent steroid. 
Manifestations of adrenal insufficiency may require supplemental systemic corticosteroids. 
Recovery of HPA axis function is generally prompt and complete upon discontinuation of 
topical corticosteroids. 
 Cushing’s syndrome, hyperglycemia, and unmasking of latent diabetes mellitus can also 
result from systemic absorption of topical corticosteroids. 
 Use of more than one corticosteroid-containing product at the same time may increase the 
total systemic corticosteroid exposure.

5.2  Local Adverse Reactions with Topical Corticosteroids
 Local adverse reactions may be more likely to occur with occlusive use, prolonged use 
or use of higher potency corticosteroids. Reactions may include skin atrophy, striae, 
telangiectasias, burning, itching, irritation, dryness, folliculitis, acneiform eruptions, 
hypopigmentation, perioral dermatitis, allergic contact dermatitis, secondary infection, 
and miliaria. Some local adverse reactions may be irreversible.

5.3 Concomitant Skin Infections
 If concomitant skin infections are present or develop during treatment, an appropriate 
antifungal or antibacterial agent should be used. If a favorable response does not occur 
promptly, use of Desonate should be discontinued until the infection is adequately controlled.

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

6 ADVERSE REACTIONS
 Because clinical trials are conducted under widely varying conditions, adverse reaction 
rates observed in the clinical trials of a drug cannot be directly compared to rates in the 
clinical trials of another drug and may not reflect the rates observed in practice.
 In controlled clinical studies of 425 Desonate-treated subjects and 157 Vehicle-treated 
subjects, adverse events occurred at the application site in 3% of subjects treated with 
Desonate and the incidence rate was not higher compared with vehicle-treated subjects. 
The most common local adverse events in Desonate treated subjects were application 
site burning in 1% (4/425) and rash in 1% (3/425) followed by application site pruritus in 
<1% (2/425).

Adverse events that resulted in premature discontinuation of study drug in Desonate 
treated subjects were telangiectasia and worsening of atopic dermatitis in one subject 
each. Additional adverse events observed during clinical trials for patients treated with 
Desonate included headache in 2% (8/425) compared with 1% (2/157) in those treated 
with vehicle.

 The following additional local adverse reactions have been reported infrequently with 
topical corticosteroids. They may occur more frequently with the use of occlusive dressings, 
especially with higher potency corticosteroids. These reactions are listed in an approximate 
decreasing order of occurrence: folliculitis, acneiform eruptions, hypopigmentation, perioral 
dermatitis, secondary infection, skin atrophy, striae, and miliaria.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Teratogenic effects: Pregnancy Category C:
There are no adequate and well-controlled studies in pregnant women. Therefore, 
Desonate should be used during pregnancy only if the potential benefit justifies the 
potential risk to the fetus.
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.
 No reproductive studies in animals have been performed with Desonate. 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 0.6 g cream/kg/day in rabbits. These doses 
(0.2 g cream/kg/day and 0.6 g cream/kg/day) are similar to the maximum recommended 
human dose based on body surface area comparisons.

8.3 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 Desonate is 
administered to a nursing woman.

8.4 Pediatric Use
 Safety and effectiveness of Desonate in pediatric patients less than 3 months of age have 
not been evaluated, and therefore its use in this age group is not recommended.
 The effect of Desonate on HPA axis function was investigated in pediatric subjects, with 
atopic dermatitis covering at least 35% of their body, who were treated with Desonate twice 
daily for 4 weeks. One of 37 subjects (3%) displayed adrenal suppression after 4 weeks of 
use, based on the cosyntropin stimulation test [see Warnings and Precautions (5.1)].
In controlled clinical studies in subjects 3 months to 18 years of age, 425 subjects 
were treated with Desonate and 157 subjects were treated with vehicle [see Adverse 
Reactions (6) and Clinical Studies (14)]. 
 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 when they are treated with topical 
corticosteroids. They are therefore also at greater risk of glucocorticosteroid insufficiency 
after withdrawal of treatment and of Cushing’s syndrome while on 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 absence of response to ACTH stimulation. 
Manifestations of intracranial hypertension include bulging fontanelles, headaches, and 
bilateral papilledema.

8.5 Geriatric Use
 Clinical studies of Desonate did not include patients aged 65 and older to determine if 
they respond differently than younger patients. Treatment of this patient population should 
reflect the greater frequency of decreased hepatic, renal, or cardiac function, and of 
concomitant disease or other drug therapy. 

17 PATIENT COUNSELING INFORMATION
Patients using topical corticosteroids should receive the following information and 
instructions:
 •  This medication is to be used as directed by the physician. It is for external use only. 

Avoid contact with the eyes.
 •  This medication should not be used for any disorder other than that for which it was 

prescribed.
 •  Unless directed by the physician, the treated skin area should not be bandaged or 

otherwise covered or wrapped so as to be occlusive.
 •  Unless directed by a physician, this medication should not be used on the underarm 

or groin areas of pediatric patients.
 •  Parents of pediatric patients should be advised not to use Desonate in the treatment 

of diaper dermatitis. Desonate should not be applied in the diaper area, as diapers or 
plastic pants may constitute occlusive dressing [see Dosage and Administration (2)].

 •  Patients should report to their physician any signs of local adverse reactions.
 •  Other corticosteroid-containing products should not be used with Desonate without 

first consulting with the physician.
 •  As with other corticosteroids, therapy should be discontinued when control is 

achieved. If no improvement is seen within 4 weeks, contact the physician.

© 2014, Bayer HealthCare Pharmaceuticals Inc. All rights reserved.

Manufactured for:

Bayer HealthCare Pharmaceuticals Inc.
Whippany, NJ 07981 6706906BS1
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the proliferative phase, allowing wound 
healing to progress.”

To increase NO levels, “We are uti-
lizing an innovative technology that 
allows for controlled, sustained re-
lease of NO,” he says. “This technol-
ogy retains the NO as long as it is dry, 
likely in the form of dihydrogen tri-
oxide, a very stable precursor.” Once 
the nanoparticles become wet, “They 
begin to release NO over time. We’re 
not talking about massive concentra-
tions — very high levels could cause 
cell death. Rather, we are using doses 
that are physiologic or minimally su-
praphysiologic.”

Chronic, poorly healing wounds often 
result from NO deficits, as in immuno-
compromised states, lymphocytes can-
not generate NO. In a splinted wound 
model of NOD-SCID mice (animals that 
do not produce lymphocytes — a key 
source of NO), Dr. Friedman says, the 
NO nanoparticles accelerated wound 
closure (Blecher K, Martinez LR, Tuck-
man-Vernon C, et al. Nanomedicine. 
2012;8(8):1364-1371). 

“Histologically, the collagen looked 
more robust, and we saw more blood 
vessels as well,” he says.

SIRNA’S ROLE

Small interfering RNA (siRNA) can also 
play an important role in wound healing. 

“If siRNA gets where it needs to go, 
it enters the cell and forms a silencing 
complex which downstream degrades 
mRNA, preventing gene expression,” Dr. 
Friedman says. 

Applying siRNA topically is imprac-
tical, however, because it degrades 
quickly. Furthermore, “It’s immuno-
genic — it’s actually a ligand for toll 
like receptors. So not only does it not 
help, but it could theoretically en-
hance inflammation.”

To overcome these limitations, he 
and his colleagues are using nanopar-
ticles to stabilize and effectively de-
liver an siRNA-targeting fidgetin-like 
2 (FL2 siRNA), an ATPase that cleaves 
microtubules. 

“By knocking down the production of 
this enzyme, we should be able to facili-
tate epithelial cell migration by limiting 
the breakdown of their microtubules,” 
Dr. Friedman says. In vitro, osteosarcoma 
cells treated with FL2-siRNA resulted in 
accelerated wound closure and improved 
directionality of epithelial cells. Similar 
results occurred with nanoparticle-me-

diated FL2 knockdown in an in vivo burn 
wound model and an incisional wound 
model, Dr. Friedman says.

Finally, he says that growth factors 
provide exciting wound-healing poten-
tial, although there are still relatively few 
available. 

“Don’t just think about nanoparti-
cles — think about matrices. In wound 
healing, the body creates a provisional 
matrix naturally. Why not frame it ar-
tificially?” he says. To that end, nano-
fibrous membrane products impreg-
nated with fibroblasts and growth fac-
tors show promise.

Going forward, Dr. Friedman says, 
“Why not combine several technolo-
gies? Have nanoparticles with growth 
factors embedded into a scaffold that 
may contain even more growth factors, 
fibroblasts or cells, and apply this to a 
wound? That’s probably one of the most 
promising areas in terms of delivering 
growth factors — utilizing these fibers 
to serve both as a matrix and a delivery 
system to accelerate wound closure.” DT

Disclosures: Dr. Friedman owns patents to several 

of the technologies discussed and is on the advi-

sory boards of MicroCures and NanoBiomed.

NANOTECHNOLOGY:

Understanding of nanomaterials can accelerate wound healing  from page 26

Looking specifically at the question 
of whether imiquimod provides efficacy 
for molluscum contagiosum, Dr. Take-
shita says it’s difficult to draw conclu-
sions from the three published RCTs. 
For starters, a 112-patient study showed 
that 55 percent of imiquimod-treated 
patients were clear at the first follow-up 
visit (Hanna D, Hatami A, Powell J, et al. 
Pediatr Dermatol. 2006;23(6):574-579). 
This is the largest of the three published 
RCTs; however, Dr. Takeshita says, the 
fact that the study compared four differ-
ent treatments reduces the overall power 
of the study.

Somewhat similarly, a study show-
ing that imiquimod-treated patients 
were 4.6 times more likely to be clear 
one month post-treatment than pla-
cebo-treated patients actually had a 
confidence interval of 0.25 to 86.72 
(Theos AU, Cummins R, Silverberg NB, 
Paller AS. Cutis. 2004;74(2):134-138, 141-
142). Due to the wide confidence in-
terval, “That’s not a reliable measure. 
So I wouldn’t put much stock into this 

study’s findings,” Dr. Takeshita says.
Finally, a 74-patient study showing 

91.8 percent clearance for imiquimod 
versus 100 percent clearance for cry-
otherapy at week 16 did not reach sta-
tistical significance (Al-Mutairi N, Al-
Doukhi A, Al-Farag S, Al-Haddad A. Pedi-

atr Dermatol. 2010;27(4):388-394).
Publication bias also complicates the 

picture, Dr. Takeshita says. The original 
maker of imiquimod conducted two large 
RCTs (217 patients and 106 patients, re-
spectively) at the Food and Drug Admin-
istration’s behest. Neither study showed 

any difference between imiquimod and 
placebo 18 weeks post-treatment, she 
says, and both went unpublished.

“These results were hidden, and it’s 
very hard to access these data,” Dr. Take-
shita says.

Some sources of unpublished data in-
clude trial registries such as www.clini-
caltrials.gov, regulatory databases (which 

provide information on request) 
and litigation records, all of which 
require some digging, she says.

Published studies show that 
73 percent of patients experience 
pain with imiquimod treatment, 
and 76 percent experience ery-
thema.

“So the bottom line is, imiqui-
mod is not effective for mollus-
cum contagiosum, and side ef-
fects are common,” Dr. Takeshita 

says. “You may want to think twice about 
using it for molluscum.” DT

Disclosures: Dr. Takeshita reports no relevant 

financial interests.

STUDIES:

Every study has limitations and should be interpreted with these in mind from page 16

“Imiquimod is not 
effective for molluscum 
contagiosum, and side 

effects are 
common.”
Junko Takeshita, M.D., Ph.D. 

Philadelphia
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Quotable

True scientific evidence backing 
the use of supplements for the pre-
vention of skin aging and sun dam-
age is often shady, but bright spots 
sometimes shine through, for exam-
ple, when the science and anecdotal 
evidence suggest swallowing a vita-
min, extract or other ingredient does 
make a difference in patients’ skin.

“Topical sk in-
care is important, 
but some ing re-
dients just do not 
penetrate well into 
the skin when ap-
plied topically. In 
that case, supple-
ments are a pre-
f e r r e d  d e l i v e r y 

method. I use supplements even when 
I am using ingredients that do get in 
topically, in many cases, because I 
believe that I get higher levels in the 
skin when I combine oral and topi-

cal use,” says Leslie Baumann, M.D., 
a dermatologist, researcher and au-
thor in Miami, and CEO of Skin Type 
Solutions Franchise Systems.

PROVEN: SUN-DAMAGE 
PREVENTION AND MORE

A bright star in supplementation and 
skin aging is Polypodium leucotomos

(PL) extract, which has been shown 
in studies to reduce photoaging. The 
marketed supplement, Heliocare (Fern-
dale Healthcare), is derived from a fern 
native to Central and South Americas. 
Taken daily, this super antioxidant of-
fers around SPF 8 protection, according 
to Joel Schlessinger, M.D., a cosmetic 
surgeon and dermatologist in Omaha, 

Nebraska, and owner of the skincare 
product website LovelySkin.com.

“This is one of the most effective bo-
tanicals we see in practice, and while it 
alone won’t do it all for sun protection, 
it greatly enhances the effects and lon-
gevity of sunscreen, as well as protects 
areas that may be difficult to cover or 
‘forgotten’ while applying,” Dr. Sch-
lessinger says.

Oral supplementation with PL ex-
tract could benefit other dermatologic 
patients, including those with vitiligo 
and polymorphic light eruption, ac-
cording to Dr. Schlessinger.

Two recent studies suggest the ex-
tract has some real potential power. 
According to research reported in the 
July 2014 issue of the International 

Journal of Dermatology, “The use of a 
systemic protective agent would pro-
vide significant advantages such as a 
more uniform coverage over the total 
body surface area, regardless of indi-
vidual factors such as potency of the 

A standardized assessment tool is effective 
for tracking a surgeon’s progress in develop-
ing the skills to perform robot-assisted micro-
surgery, a new study indicates. Initial assess-
ments using the Structured Assessment of 
Robotic Microsurgical Skills show that after 
a steep initial learning curve, surgical train-
ees display steady improvement in perform-
ing robot-assisted tasks. “This study demon-
strates that robotic surgical skills are measur-
able and can be acquired over a fairly short time 
line,” says lead author Jesse C. Selber, M.D., 
MD Anderson Cancer Center in Houston.
READ MORE: BIT.LY/ROBOTICMICROSURGERYSKILLS
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40 ANTI-AGING GUIDELINES

Experts share strategies 
for helping patients fight signs of aging

HYBRID LASER

New fractional device delivers ablative, 
nonablative energy in same pulse

SUPPLEMENTS see page 38

In search of supplements 
for skin aging
LISETTE HILTON | STAFF CORRESPONDENT

“Our initial goal is to 
educate patients on the 
importance of minimizing 
sun exposure and 
practicing sun safety.”

Amy Derick, M.D.
Chicago

On strategies for preventing 
skin aging at all ages

See story, page 40

Science and anecdotal evidence 
indicate some supplements 
make a difference for the skin. 
Experts discuss which ones 
appear to have promise.

QUICK READ

DTExtra

Dr. Baumann
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The world’s first hybrid fractional 
laser allows one to deliver ablative and 
nonablative energy in the same pulse, 
with a consistent treatment pattern that 
yields uniform results, according an ex-
pert at the Cosmetic Bootcamp, held this 

year in Aspen, Col-
orado.

The new laser 
( H a l o  H y b r i d 
Fractional Laser, 
Sciton) combines 
the 2,940 nm and 
1,470 nm wave-
lengths. As such, 
says Vic Narurkar, 

M.D., “I was very intrigued with this de-
vice because in a single pulse, it can de-
liver both a nonablative and an ablative 
mode.” He is founder and director of 
the Bay Area Laser Institute, chairman 
of dermatology at California Pacific 
Medical Center, San Francisco, and a 
co-founder of the Cosmetic Bootcamp.

The 2,940 nm (erbium:YAG) wave-
length is usually used for full ablation, 
he says, but the new laser uses it in frac-
tionated form to reduce downtime.

“The 2,940 nm wavelength is tunable 
between zero and 100 µ, to remove the 
stratum corneum — but in a fractional 
mode,” he says.

TREATING EPIDERMAL, 
DERMAL LESIONS

The new 1,470 nm wavelength is a nonab-
lative wavelength used for coagulation, 
Dr. Narurkar says. “You can control the 
depth of penetration between 100 and 
700 µ, to treat both epidermal and der-
mal pigmented lesions.” The manufac-
turer chose this wavelength because pig-
ment resides in the epidermis, approxi-
mately 100 µ deep, he says.

“Most of the textural change occurs 
in the papillary dermis,” Dr. Narur-
kar says. He frequently uses the Fraxel 
Dual 1,550/1,927 nm laser (Solta) for 
such changes, he says, “But this may 
be another option for a more aggres-
sive treatment.”

The 1,470 nm wavelength creates 
microscopic zones of thermal dam-
age, he says. “Within a day, these give 
rise to microscopic epidermal necrotic 
debris (MENDs).”

HYBRID see page 44

Hybrid laser allows simultaneous 
ablative, nonablative treatments
JOHN JESITUS | SENIOR STAFF CORRESPONDENT Adding up to 20 µ of ablation reduces 

healing time by releasing these MENDs, 
which otherwise would remain trapped be-
neath the stratum corneum, according to 
the manufacturer. For the next few days, Dr. 

Dr. Narurkar

A hybrid fractional laser 
delivers ablative and nonablative 
energy in the same pulse, allowing 
for a consistent treatment pattern 
and uniform results.

QUICK READ
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creams, amount applied, sweating or 
bathing. Oral administration of PL ex-
tracts and its favorable safety profile 
could have significant implications in 
the prevention of skin cancer (El-Haj N, 
Goldstein N. Int J Dermatol. 2014 Jul 11 
[Epub ahead of print]).”

In a review published in the March 
issue of the Journal of Clinical Aes-

thet ic Dermatolog y,  resea rchers 
found oral administration of the PL 
extract notably improved melasma 
in women after 12 weeks. They con-
cluded PL supplementation seems to 
help treat vitiligo and melasma and 
might impact postinflammatory hy-
perpigmentation (Nestor M, Bucay V, 
Callender V, et al. J Clin Aesthet Der-

matol. 2014;7:13-17).
D r.  Bau m a n n  

says she prescribes 
oral PL extract for 
herself and her pa-
tients. She recom-
mends one supple-
ment a day.

“It  helps pre-
vent erythema and 
sunburn cells,” she 

says. “I also use it to protect patients 
on sun-sensitizing drugs, like doxy-
cycline. I did a study showing that it 
helped melasma so I put all my me-
lasma patients on it.”

Although effective, Heliocare is an 
adjunct — rather than a first-line — 
sun protection therapy for patients. 
Both the company and skincare ex-
perts advise using it in combination 
with topical sunscreen.

ANTIOXIDANTS FOR PREVENTION

Dr. Baumann, whose book Cosmeceu-

ticals and Cosmetic Ingredients (Mc-
Graw Hill) comes out in December, 
says there is evidence to support use 
of other supplements.

Antioxidant supplementation, for 
example, picks up where the environ-
ment depletes skin of antioxidants, 
she says.

“Many doctors believe that increas-
ing the level of antioxidants in the skin 
is an important part of protecting the 
skin from aging, skin pigmentation 
and maybe even skin cancer. Supple-
ments are a good way to achieve this,” 
Dr. Baumann says.

When guiding patients about an-
tioxidant supplementation, however, 
the challenge is that there is no one 
best antioxidant when it comes to 
protecting the skin. Each has ben-
efits and drawbacks, and they seem 
to work better as a group, Dr. Bau-
mann says. The antioxidant supple-
ments she uses most for skin aging 
prevention are coenzyme Q10, and vi-
tamins C and E because studies show 
UV light depletes vitamins E and C, 
glutathione and coenzyme Q10 in the 
epidermis and dermis.

“Vitamin C and E network together. 
Vitamin C needs an acidic environ-
ment to be absorbed, so the stomach 
is a perfect place to absorb vitamin C,” 
Dr. Baumann says.

She recommends patients take 500 
mg vitamin C daily.

“However, vitamin C supplemen-
tation does not result in enough vita-
min C in the skin, so a topical should 
be used when possible,” she says.

Coenzyme Q10, she says, increases 
adenosine triphosphate (ATP), or cell 
energy. Patients should take it in the 
morning because CoQ10 causes a caf-
feine type effect, according to Dr. Bau-
mann. She recommends 200 mg of 
CoQ10 in the morning and 400 IU of 
vitamin E daily.

GLUCOSAMINE FOR IMPROVEMENT

In contrast to supplements for preven-
tion, glucosamine may be an effective 
supplement for improving the appear-
ance of aging to the skin, according to 
Dr. Baumann.

Glucosamine and its derivative N-
acetyl glucosamine are amino-mono-
saccharides, known to act as substrate 
precursors for the production of poly-
mers, such as glycosaminoglycans 
(notably, hyaluronic acid) and for pro-
teoglycans synthesis, she says. N-ace-
tyl glucosamine has been reported to 
hinder melanin production in melano-
cyte culture. The ingredient has been 
used as cosmeceutical agent intended 
for pigment lightening.

Because glucosamine increases pro-
duction of hyaluronic acid in the joints 
and skin, most studies have been per-
formed on the supplement’s potential 
role in osteoarthritis. However, oth-
ers have examined glucosamine’s ef-
fect on skin.

In 2001, researchers reported that 
use of an oral supplement contain-
ing glucosamine, minerals, and vari-
ous antioxidant compounds might im-
prove the appearance of visible wrin-
kles and fine lines. But the supplement 
did not affect epidermal hydration 
(Murad H, Tabibian MP. J Dermatolog 

Treat. 2001;12(1):47-51).
In 2005, Kambayashi et al analyzed 

the effect of newly synthesized mole-
cule topical N-retinoyl-D-glucosamine 
(GRA), in which the researchers at-
tached glucosamine to the polar end 
group of all-trans retinoic acid. In irra-
diated hairless mice, topical GRA ap-
peared to repair photoaged skin dam-
age without the irritation caused by 
topical retinoic acid (Kambayashi H, 
Odake Y, Takada K, et al. Br J Derma-

tol. 2005;153(Suppl 2):30-36).
In 2006, a published review of glu-

cosamine noted that glucosamine 
has been shown to enhance skin hy-
dration, reduce wrinkles, facilitate 
wound healing and effectively treat 
hyperpigmentation. In addition, glu-
cosamine was reported to exhibit anti-
inflammatory and chondroprotective 
activity (Bissett DL. J Cosmet Derma-

tol. 2006;5():309-315).
Dr. Baumann recommends patients 

take 1,500 mg of glucosamine daily. DT

SUPPLEMENTS:

Certain products effective for anti-aging from page 30

Dr. Schlessinger

“Many doctors 
believe that 
increasing the level 
of antioxidants 
in the skin is an 
important part of 
protecting the skin 
from aging, skin 
pigmentation and 
maybe even skin 
cancer.”
Leslie Baumann, M.D.

Miami
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Although the photoaging process af-
fects each individual differently, cer-
tain general strategies for the preven-
tion and treatment  are available based 
on the physiologic changes of the skin. 
Two expert dermatologists shared with 
us the strategies and methods they use 
to help fight off and ameliorate the signs 
of photoaging in their patients, taking 
into consideration genetics, age range, 
lifestyle and skincare.

SKINCARE: THE EARLY YEARS

Young patients are more aware now 
that damage done today can result in 
future skin issues, according to Amy 
Derick, M.D., clinical instructor of der-
matology, Northwestern University, and 
medical director of Derick Dermatol-
ogy in Chicago. Despite this knowl-
edge, however, adolescents and young 
adults are still the most likely to tan 
and frequent tanning beds.

“Our initial goal is to educate pa-
tients on the importance of minimiz-
ing sun exposure and practicing sun 
safety,” Dr. Dericksays. “UV damage 
is one of the main causes of extrinsic 
aging. We discuss the use of hats, sun-
screens and sun protective clothing.”

Jennifer Linder, M.D., Linder Der-
matology and Skin 
C a nc e r  C e n t e r,  
Scottsdale, Arizona, 
agrees.

“Extrinsic fac-
tors can begin to 
damage the sk in 
at a very young age, 
again, depending 
on choices,” she 

says. “If a person’s skin takes the brunt 
of unprotected U V exposure from 
their teens onward, their skin can ap-
pear discolored, dehydrated and aged 
far earlier than someone who chooses 
to wear broad-spectrum sun protec-
tion every day.”

In addition to discussing early preven-
tative methods to maintain skin health, 
treatment for photoaging is initiated 
with some patients in their 20s.

“The next conversation relates to the 
reversal of some of the signs of aging,” Dr. 
Derick says. “Some of these treatments 
are viewed as medically necessary (as in 
the case of pre-skin cancers and skin can-
cers) and some are viewed as cosmetic 
(freckles, broken capillaries, wrinkles). 
Based on the concern, we tailor the treat-
ment. Some patients will start receiving 
Botox (onabotulinumtoxinA, Allergan) 
injections at this age,” Dr. Derick says. 
“Many times, this group is already re-
ceiving tretinoin for their acne, and this 
is also used for wrinkles later on.”

Outer layers of the skin are the most 
affected in patients who are in their 20s.

“Typically, the outer layers are af-
fected more at a younger age due to de-
hydration for the use of overly aggressive 
topical products and unprotected UV ex-
posure,” Dr. Linder says.

The skincare regimen for high school 
and college-aged patients should typi-
cally be simple and basic, starting with 
products that are not overly abrasive and 
contain adequate humectants to pre-
serve moisture.

“Once people get into their 20s, 
preventative products can be intro-
duced, such as antioxidants, and a 

good topic vitamin C and E product,” 
Dr. Linder says.

AGING: THE LATER YEARS

Generally, patients who are not seen for 
skin conditions in their teens or 20s will 
wait until outward signs of aging begin 
to appear before visiting a dermatologist 
or cosmetic surgeon. Upon consultation, 
patients will generally focus on treatment, 
not prevention.

“People usually come to me for treat-
ment of existing spots, and I tell them 
that they should be equally as focused on 
preventing new spots,” Dr. Derick says. 
“In their 30s, people come in for Botox, 
but there may also be signs of photodam-
age or pigment related to pregnancies. 
Lasers and prescription skin lighten-

ers may be used for 
these reasons.”

Patients in their 
30s and 40s, espe-
cially those who 
had greater sun ex-
posure and poor 
lifest yle choices, 
w i l l star t to see 
skin wrinkling, sun 

damage and hyperpigmentation, ac-
cording to Dr. Linder. Furthermore, 
these pigmentation issues accelerate 
with age.

“With these patients, products that 
work to prevent future damage, along 
with clearing and improving existing 
issues, should be employed,” she says. 
“Ingredients to include in a regimen for 
this age group comprise peptides, reti-
noids and stem cell extracts.”

When patients enter their 40s, loss of 
facial volume accompanies other signs 
of aging.

“Once a patient is in their later 40s 
and up, they will typically benefit from 
a comprehensive skincare regimen, as 
well as injectables, to restore the facial 
volume that is lost with age,” Dr. Linder 
says. “Patients of all these age groups 
would benefit from regular profes-
sional treatments ranging from masks 
to superficial peels.”

Patients who are age 50 and older 
should use all of the procedures men-

ANTI-AGING see page 47

Skin anti-aging guidelines: 
WhatÕs right at what age?

Photoaging affects everyone 
differently. General strategies 
that take into consideration 
genetics, age, lifestyle and 
skincare can help patients 
def ect and downplay damage. 

QUICK READINGRID SCHAEFER SPRAGUE | 
STAFF CORRESPONDENT

Dr. Derick

Dr. Linder

“People usually come 
to me for treatment 
of existing spots, and 
I tell them that they 
should be equally as 
focused on preventing 
new spots.”
Amy Derick, M.D.

Miami
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VALCHLOR® (mechlorethamine) gel is an alkylating drug indicated for the topical treatment 

of Stage IA and IB mycosis fungoides–type cutaneous T-cell lymphoma (MF-CTCL) in patients 

who have received prior skin-directed therapy

DOSING AND APPLICATION
VALCHLOR is for topical dermatologic use only. Apply a thin f lm of gel once daily to affected areas of the skin. VALCHLOR is a 

cytotoxic drug and special handling and disposal procedures should be followed during use. Caregivers must wear disposable 

nitrile gloves when applying VALCHLOR. Patients and caregivers must wash hands thoroughly after handling or applying VALCHLOR.

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS
VALCHLOR is contraindicated in patients with known severe hypersensitivity to mechlorethamine. Hypersensitivity reactions, 

including anaphylaxis, have occurred with topical formulations of mechlorethamine.

WARNINGS AND PRECAUTIONS
•   Mucosal or eye injury: Exposure of mucous membranes to 

mechlorethamine such as the oral mucosa or nasal mucosa 

causes pain, redness, and ulceration, which may be severe. 

Exposure of the eyes causes pain, burns, inf ammation, 

photophobia, and blurred vision. Blindness and severe 

irreversible anterior eye injury may occur. Should eye 

exposure or mucosal contact occur, immediately irrigate 

for at least 15 minutes with copious amounts of water, 

followed by immediate medical consultation

•   Secondary exposure: Avoid direct skin contact with 

VALCHLOR in individuals other than the patients due to risk 

of dermatitis, mucosal injury, and secondary cancers

•   Dermatitis: Dermatitis may be moderately severe or severe. 

Monitor patients for redness, swelling, inf ammation, 

itchiness, blisters, ulceration, and secondary skin infections. 

Stop treatment with VALCHLOR or reduce dose frequency

•   Non-melanoma skin cancer: Monitor patients during and 

after treatment with VALCHLOR

•   Embryo-fetal toxicity: Women should avoid becoming 

pregnant while using VALCHLOR due to the potential hazard 

to the fetus. For nursing mothers, discontinue use of 

VALCHLOR or nursing

•   Flammable gel: VALCHLOR is an alcohol-based gel. Avoid 

f re, f ame, and smoking until the gel has dried

ADVERSE REACTIONS
The most common adverse reactions (≥5%) were dermatitis (56%), pruritus (20%), bacterial skin infection (11%), skin 

ulceration or blistering (6%), and skin hyperpigmentation (5%). These reactions may be moderately severe or severe. 

Elderly patients aged 65 and older may be more susceptible. Depending on severity, treatment reduction, suspension, 

or discontinuation may be required.

To report SUSPECTED ADVERSE REACTIONS, contact Actelion Pharmaceuticals US, Inc., at 1-855-4-VALCHLOR 

(1-855-482-5245) or FDA at 1-800-FDA-1088 or visit www.fda.gov/medwatch.

Please see Brief Summary of Prescribing Information 

on adjacent page.

REFERENCE: 1. VALCHLOR [package insert]. South San Francisco, CA: Actelion Pharmaceuticals US, Inc.; 2013. 

For more information, including how to prescribe, visit www.valchlor.com 
or call 1-855-4-VALCHLOR (1-855-482-5245).

VALCHLOR IS ON IT

WHEN IT’S TIME TO MANAGE THE CHALLENGES OF STAGE IA AND IB MF-CTCL

A great idea fi nally gels

The fi rst and only FDA-approved topical formulation
of mechlorethamine (commonly known as nitrogen mustard)
• Proven eff cacy in a 12-month study1

•  Once-daily gel (special handling and 

disposal procedures should be followed)

•  Dependable formulation manufactured 

with consistent quality and potency

•  Comprehensive resources provided by 

VALCHLOR Support™
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VALCHLOR® (mechlorethamine) gel, 0.016%
For Topical Dermatological Use Only 

BRIEF SUMMARY OF FULL PRESCRIBING INFORMATION

This brief summary does not include all the information needed to use VALCHLOR safely and  
effectively. See Full Prescribing Information for VALCHLOR. 

• INDICATIONS AND USAGE

VALCHLOR is an alkylating drug indicated for the topical treatment of Stage IA and IB 
mycosis fungoides-type cutaneous T-cell lymphoma in patients who have received prior 
skin-directed therapy.

• CONTRAINDICATIONS

The use of VALCHLOR is contraindicated in patients with known severe hypersensitivity 
to mechlorethamine. Hypersensitivity reactions, including anaphylaxis, have occurred 
with topical formulations of mechlorethamine. 

• WARNINGS AND PRECAUTIONS

>> Mucosal or Eye Injury

Exposure of the eyes to mechlorethamine causes pain, burns, inflammation, 
photophobia, and blurred vision. Blindness and severe irreversible anterior eye  
injury may occur. Advise patients that if eye exposure occurs, (1) immediately 
irrigate for at least 15 minutes with copious amounts of water, normal saline, or a 
balanced salt ophthalmic irrigating solution and (2) obtain immediate medical care 
(including ophthalmologic consultation).

Exposure of mucous membranes such as the oral mucosa or nasal mucosa causes 
pain, redness, and ulceration, which may be severe. Should mucosal contact  
occur, immediately irrigate for at least 15 minutes with copious amounts of water, 
followed by immediate medical consultation.

>> Secondary Exposure to VALCHLOR

Avoid direct skin contact with VALCHLOR in individuals other than the patient.  
Risks of secondary exposure include dermatitis, mucosal injury, and secondary 
cancers. Follow recommended application instructions to prevent secondary 
exposure.

>> Dermatitis

The most common adverse reaction was dermatitis, which occurred in 56% of the 
patients. Dermatitis was moderately severe or severe in 23% of patients. Monitor 
patients for redness, swelling, inflammation, itchiness, blisters, ulceration, and 
secondary skin infections. The face, genitalia, anus, and intertriginous skin are at 
increased risk of dermatitis. Follow dose modification instructions for dermatitis.

>> Non-Melanoma Skin Cancer

Four percent (4%, 11/255) of patients developed a non-melanoma skin cancer  
during the clinical trial or during one year of post-treatment follow-up: 2%  
(3/128) of patients receiving VALCHLOR and 6% (8/127) of patients receiving  
the mechlorethamine ointment comparator. Some of these non-melanoma skin 
cancers occurred in patients who had received prior therapies known to cause non-
melanoma skin cancer. Monitor patients for non-melanoma skin cancers during  
and after treatment with VALCHLOR. Non-melanoma skin cancer may occur on  
any area of the skin, including untreated areas. 

>> Embryo-fetal Toxicity

Based on its mechanism of action, case reports in humans, and findings in  
animals, VALCHLOR can cause fetal harm when administered to a pregnant  
woman. There are case reports of children born with malformations in pregnant 
women systemically administered mechlorethamine. Mechlorethamine was 
teratogenic and embryo-lethal after a single subcutaneous administration to  
animals. Advise women to avoid becoming pregnant while using VALCHLOR. If  
this drug is used during pregnancy or if the patient becomes pregnant while taking 
this drug, the patient should be apprised of the potential hazard to a fetus.

>> Flammable Gel

Alcohol-based products, including VALCHLOR, are flammable. Follow 
recommended application instructions.  

• ADVERSE REACTIONS

In a randomized, observer-blinded, controlled trial, VALCHLOR 0.016% (equivalent to  
0.02% mechlorethamine HCl) was compared to an Aquaphor®-based mechlorethamine  
HCl 0.02% ointment (Comparator). The maximum duration of treatment was 12 
months. Sixty-three percent (63%) of patients in the VALCHLOR arm and 67% in the 
comparator arm completed 12 months of treatment.

The body system associated with the most frequent adverse reactions was skin and 
subcutaneous tissue disorders. The most common adverse reactions (occurring in at 
least 5% of the patients) are shown in Table 1. 

Table 1. Most Commonly Reported (≥5%) Cutaneous Adverse Reactions

VALCHLOR
N=128

% of patients

Comparator
N=127

% of patients

Any Grade
 Moderately-

Severe or Severe
Any Grade

 Moderately-
Severe or Severe

Dermatitis 56 23 58 17

Pruritus 20 4 16 2

Bacterial skin infection 11 2 9 2

Skin ulceration or blistering 6 3 5 2

Skin hyperpigmentation 5 0 7 0

In the clinical trial, moderately-severe to severe skin-related adverse events were 
managed with treatment reduction, suspension, or discontinuation. Discontinuations 
due to adverse reactions occurred in 22% of patients treated with VALCHLOR and 
18% of patients treated with the comparator. Sixty-seven percent (67%) of the 
discontinuations for adverse reactions occurred within the first 90 days of treatment. 
Temporary treatment suspension occurred in 34% of patients treated with VALCHLOR 
and 20% of patients treated with the comparator. Reductions in dosing frequency 
occurred in 23% of patients treated with VALCHLOR and 12% of patients treated with 
the comparator.

Reductions in hemoglobin, neutrophil count, or platelet count occurred in 13% of 
patients treated with VALCHLOR and 17% treated with Comparator. 

• DRUG INTERACTIONS

No drug interaction studies have been performed with VALCHLOR. Systemic exposure 
has not been observed with topical administration of VALCHLOR; therefore, systemic 
drug interactions are not likely.

• USE IN SPECIFIC POPULATIONS

>> Pregnancy

 Pregnancy Category D 

 Risk Summary

Mechlorethamine can cause fetal harm when administered to a pregnant woman. 
There are case reports of children born with malformations to pregnant women 
systemically administered mechlorethamine. Mechlorethamine was teratogenic 
in animals after a single subcutaneous administration. If this drug is used during 
pregnancy or if the patient becomes pregnant while taking this drug, the patient 
should be apprised of the potential hazard to a fetus. 

 Animal Data

Mechlorethamine caused fetal malformations in the rat and ferret when given  
as single subcutaneous injections of 1 mg/kg. Other findings in animals  
included embryolethality and growth retardation when administered as a single 
subcutaneous injection.

>> Nursing Mothers

It is not known if mechlorethamine is excreted in human milk. Due to the potential  
for topical or systemic exposure to VALCHLOR through exposure to the mother’s 
skin, a decision should be made whether to discontinue nursing or the drug, taking 
into account the importance of the drug to the mother.

>> Pediatric Use 

Safety and effectiveness in pediatric patients have not been established. 

>> Geriatric Use

A total of 79 patients age 65 and older (31% of the clinical trial population) were 
treated with either VALCHLOR or the comparator in the clinical trial. Forty-four 
percent (44%) of patients age 65 or older treated with VALCHLOR achieved a 
Composite Assessment of Index Lesion Severity (CAILS) response compared to  
66% of patients below the age of 65. Seventy percent (70%) of patients age 65 and 
older experienced cutaneous adverse reactions and 38% discontinued treatment  
due to adverse reactions, compared to 58% and 14% in patients below the age  
of 65, respectively. Similar differences in discontinuation rates between age 
subgroups were observed in the comparator group. 

Manufactured for: 
Actelion Pharmaceuticals US, Inc.
South San Francisco, CA 94080, USA

© 2014 Actelion Pharmaceuticals US, Inc. All rights reserved.  
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There are two distinct processes by 
which skin aging occurs—intrinsic and 
extrinsic aging, says Jennifer Linder, 
M.D., Linder Dermatology and Skin 
Cancer Center, Scottsdale, Ariz., and 
Assistant Clinical Professor of Der-
matology at University of California, 
San Francisco.

Intrinsic factors are only responsi-
ble for only 10 percent of skin aging 
and based on DNA and gene expres-
sion. “Certain changes take place in 
the skin naturally due to the passage 
of time, but genetics also play a role 
in intrinsic aging,” says Dr. Linder.

While the Fitzpatrick Scale and 
the Global Heritage Model (which 
expands the definition of the Fitz-
patrick Scale to include geographi-
cal ethnicity) can be used to identify 
the intrinsic factors of aging related 
to skin pigment, Dr. Linder points 
out, this is not the whole picture.

“These scales are all just pieces of 
the puzzle,” she says. “So many peo-
ple alter their appearance with spray 
tans, hair color and even colored con-
tacts, making a decision about how 
someone will react to treatment sim-
ply based on visual cues is next to 
impossible. Asking the appropriate 
questions of a patient is the best way 
to gather the facts. Asking heredity 
questions are the best way to know 
genetic factors, but even that is highly 

individualized now, considering that 
many people have parents of differ-
ing hereditary backgrounds.”

Ethnicity affects the anatomy of the 
skin, including melanocytes, number 
of layers and vascularity. “Genetically 
darker skin has more natural protec-
tion from the sun, yet their highly re-
active melanocytes also make them 
prone to hyperpigmentation, either 
from UV exposure or other inf lam-
matory stimuli,” says Dr. Linder.

The epidermis shows differences in 
the outermost layer, the stratum cor-
neum, and its ability to function as a 
barrier. “One study demonstrated that 
the stratum corneum of African Amer-
ican skin contains 22 layers, while that 
of Caucasian skin has only 17,” she ex-
plains. “The thickness is similar, re-
gardless of the number of layers, thus 
making the stratum corneum of dark 
skin more compact and prone to co-
hesion. This can lead to a reduction in 
penetration of anti-aging topicals, as 
well as a dry appearance with age. “

Transepidermal water loss (TEWL) 
tends to be greater in African American 
and Asian skin. This loss of excessive 
moisture leads to a reduced ability for 

Genetic nuances of skin aging
INGRID SCHAEFER SPRAGUE | 
STAFF CORRESPONDENT

Despite the prevalence of extrinsic 
skin aging factors, genetic factors 
also play a role. As such, it is 
important to ask questions about 
heredity prior to determining 
the course of treatment. 

QUICK READ

So many people alter their appearance 
with spray tans, hair color and even 
colored contacts, making a decision 
about how someone will react to 
treatment simply based on visual cues is 
next to impossible. Asking the appropriate 

questions of a patient is the best 
way to gather the facts.”
Jennifer Linder, M.D.

Scottsdale, Ariz.

the skin to protect itself against topical 
offenders, leaving it more susceptible 
to extrinsic factors. This impaired bar-
rier function is thought to contribute to 
heightened sensitivity to topical stim-
ulation, e.g. peels, that is more com-
mon in higher Fitzpatrick types, says 
Dr. Linder.  “There are significant dif-
ferences in the dermis in skin of color 
as well,” she says. “It has been shown 
to be thicker and more compact than 
in patients with fair skin. The superfi-
cial blood vessels are more prominent 
and dilated, despite the vessels often 
being more apparent in fair skin. The 
thicker, more compact dermis allows 
for darker skin types to experience less 
visible wrinkling until a later age.”

She points out that everyone needs 
to practice UV avoidance and daily 
protection, regardless of ethnicity.

In men, skin should age slower be-
cause collagen production doesn’t 
slow until much later in life compared 
to women. However, UV exposure is a 
significant extrinsic factor in men, with 
many neglecting to use sun protec-
tion, particularly on the neck and ears. 
When testosterone production slows 
in the 30s and 40s, men do experience 
dryness and wrinkling says Dr. Linder. 
“The process of aging is the same, it just 
happens later in life in men,” she said. 
“The breakdown of the dermal struc-
tures would be the same, and based on 
a man’s or woman’s lifestyle choices and 
UV protection, or lack thereof.” DT

“Certain changes 
take place in the 
skin naturally due 
to the passage of 
time, but genetics 
also play a role in 
intrinsic aging.”
Jennifer Linder, M.D.

Scottsdale, Ariz.
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Narurkar says, “The dermal system is still 
nonviable, and the collagen is thermally 
altered. Then by day seven, you get the vi-
ability of normal tissue” in treated areas.

MAKING ADJUSTMENTS

In the nonablative Halo mode, the de-
vice’s touchscreen simplifies laser oper-
ations for those new to the device.

“You measure the length and width of 
the face, and it will calculate the fluence 
needed for a therapeutic treatment,” Dr. 
Narurkar says. The touchscreen inter-
face has preset parameters for light, me-
dium or deep nonablative treatments.

Conversely, “The Halo Pro mode pro-
vides either coincident delivery of both 
the 1,470 nm and 2,940 nm wavelengths, 
or a staggered, adjacent delivery.”

In practice, Dr. Narurkar says, these 
capabilities allow one to perform a 
nonablative treatment, and “then per-
haps hit the patient’s sebaceous hyper-
plasias with the 2,940 nm wavelength.” 
Also in Halo Pro mode, “You can set pa-
rameters for how deep you want to go 
based on the lesion you’re treating. You 
can adjust the density as well,” and the 
software calculates the required number 
of joules for both wavelengths, he says.

Adding ablation to the laser’s capa-
bilities also adds synergy, Dr. Narur-
kar says. In a 10-patient study, use of 

intraepidermal erbium:YAG resurfac-
ing shortened post-treatment healing 
by one to two days (Orringer JS, Rittié 
L, Hamilton T, et al. J Am Acad Derma-

tol. 2011;64(1):119-128).

UNIFORM TREATMENTS

The Halo laser includes built-in software 
that measures how fast the handpiece is 
moving relative to the skin and adjusts 
scanning speed to guarantee a uniform, 
even treatment.

“That’s what we’re after as these frac-
tionated technologies evolve — more 
uniform treatments,” Dr. Narurkar says.

Dynamic thermal optimization 
(DTO), continually measures skin tem-
perature and automatically changes en-
ergy density and pulse width so the laser 
is always tuned to desired specifications.

“Without DTO, as the skin temper-
ature warms and cools, the size of the 
microthermal zones may change, which 
may lead to overtreatment.” 

A study shows a direct, positive cor-
relation between skin temperature and 
thermal lesion size in fractional photo-
thermolysis (Laubach H, Chan HH, Rius 
F, et al. Lasers Surg Med. 2007;39(1):14-18).

The device’s combination of ab-
lative and nonablative wavelengths 
also yields downtime and comfort 
comparable to those of nonablative 

laser treatments, Dr. Narurkar says. 
For treating the face, the healing pro-
cess is comparable to that of the Fraxel 
Dual (Solta) in terms of patient com-
fort and other parameters.

“Patients get swollen for 24 hours. Day 
three is the most difficult day, when all 
the pigment comes to the surface. How-
ever, with the erbium portion, you can 
push the envelope even more. So there 
will be more downtime than the Dual if 
you want to go deeper. It’s somewhat like 
combining the 600 µ Fraxel re:pair (Solta) 
and the Fraxel Dual in one laser,” he says.

Regarding anesthesia, “I use Pliaglis 
(lidocaine, tetracaine; Galderma) al-
most exclusively in all my resurfacing 
patients,” Dr. Narurkar says.

SAFETY AND RECOVERY

Patients can expect the dry surface to 
begin scaling off around day five or six, 
and continue over two weeks at which 
point pigmented lesions and skin qual-
ity notably improve.

“I personally don’t do any fractional 
CO2 laser on the neck, chest or hands — 
I’ve seen too many complications,” says 
Dr. Narurkar. But with the Halo, “Hav-
ing the ability to use a little bit of ablation 
for some of those difficult lesions on the 
neck, chest and hands gives me the com-
fort to provide these treatments.”

The device works well for all skin 
types, Dr. Narurkar says. For safe, light 
rejuvenation in patients with darker 
skin, clinicians can adjust the 1,470 nm 
nonablative mode downward to a very 
low level of microns and coverage.

“For acne scars, because the 2,940 nm 
wavelength is even more color-blind, 
that may be even safer than other lasers 
on all skin types,” he says.

Dr. Narurkar is a “huge fan” of the de-
vice’s roller application surface. “I find 
that the even, random scanning is much 
easier for me to operate than stamping 
where you’ve been,” he says.

The device also offers integrated cool-
ing and suction to evacuate smoke dur-
ing treatment. “What intrigued me about 
the Halo was the consistent pattern de-
livery — the ability to maneuver speed 
of the treatment to keep pace with the 
speed at which the physician moves the 
applicator.” DT

Disclosures: Dr. Narurkar is an investigator for Al-

lergan, Sciton, Solta, Syneron and Revance and is 

an advisory board member for Clarisonic, Philips, 

PolyRemedy and SkinCeuticals.

HYBRID:

Laser delivers ablative, nonablative energy in one pulse from page 37

PRETREATMENT

1 WEEK POSTDAY 4

24 HOURS POST 48 HOURS POST

A 58-year-old male 
patient before (top, left) 
and at various points
(24 hours, 48 hours, 
four days, one week) 
after treatment with 
the 2,940 nm/1,470 nm 
hybrid fractional laser.

(Photos: Vic Narurkar, M.D.)
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tioned, but should also be aware of an-
other age-related skin condition.

“There can also be development 
of keratosis on the face both benign 
and premalignant,” Dr. Derick says. 
“These can be removed via number 
of different mechanisms.”

Gentle exfoliants to slough dead skin 
and hyaluronic acid fillers or poly-L-lac-
tic acid injectables can be used into the 
60s and 70s. Dr. Linder points out that it 
typically takes decades to degrade the 
dermal structure, leading to crosslink-
ing collagen and unresponsive elastin.

PHOTOAGING PREVENTION AND LIFESTYLE

Although lifestyle choices, including smok-
ing and alcohol use, can detrimentally in-
fluence skin aging, the most important 
factor in the prevention of photoaging is 
UV protection, which includes minimiz-
ing sun exposure, using sunscreen and 
wearing sun-protective clothing, accord-

ing to Dr. Derick. A broad-spectrum sun-
screen with an SPF 30 and a UVA blocker 
(zinc oxide, titanium dioxide, avoben-
zone or ecamsule) is able to prevent both 
sunburn from UVB rays as well as the cu-
mulative effects of UVA on photoaging.

In support of a healthy lifestyle, diet 
and exercise can also benefit skin ap-
pearance. As for how important diet 
and exercise are to the skin, Dr. Linder 
says, “Exceptionally.”

“Nourishing your body is essen-
tially nourishing your skin. Exer-
cise has been proven to reduce the 
instance of many diseases and bone 
loss, as well as slowing the onset of 
dementia. Increased heart rate and 
blood f low, the results of exercise, 
also help to f lood the skin with ox-
ygen, which is necessary for healthy 
skin to function optimally.

“So, the person who exercises, eats 
a healthy diet, and drinks plenty of 
water will naturally look better and 
have healthier skin than the sun-
bathing, fast food-eating couch po-
tato,” Dr. Linder says. “All of these 
aspects come together to determine 
how someone’s skin will age. Over-
exposure to UV rays not only insti-
gates wrinkling and skin discolor-
ation, but also increases vascularity. 
I have seen crow’s feet in people as 
young as late teens and early 20s.” DT

ANTI-AGING:

General guidelines help patients of all ages f ght the signs of skin aging from page 40

The most important 
factor in the 
prevention of 
photoaging is 
UV protection.
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Immune and molecularly-targeted therapies 
may optimize melanoma treatment

GENE EXPRESSION PROFILING

Study: Test adds to armamentarium 
for gaining prognostic information

Although melanoma and non-
melanoma skin cancers such as basal 
cell carcinoma (BCC) and squamous 
cell carcinoma (SCC) are more preva-
lent in Caucasian skin, patients with 
darker Fitzpatrick skin types are also 
at risk of developing skin cancers, un-
derscoring the importance for this pa-
tient population to practice appropri-
ate photoprotection.

“Similar to fair skinned individu-
als, darker skinned individuals can 

also get sunburned and suffer the 
detrimental ef fects of ultrav iolet 

PHOTOPROTECTION see page 54

Photoprotection crucial 
for all skin types
ILYA PETROU | SENIOR STAFF CORRESPONDENT

Dermatologists need to be vigilant 
and more aware of the type and 
frequency of skin cancers that 
can occur in patients with darker 
Fitzpatrick skin types, an expert 
says. In addition to examining the 
“typical” sites where these tumors 
occur, dermatologists should also 
carefully inspect the oral mucosa 
as well as the palms and soles.

QUICK READ

What is not known 
is if the combination 
(BRAF and MEK 
inhibitor) is immune 
suppressive or not.”

Ryan Joseph Sullivan, M.D.
Boston

On whether combination 
therapy will improve metastatic 
melanoma response
See story, page 52

A new study provides the first mechanistic insight into 

the tumor-promoting role of chronic allergic contact 

dermatitis in skin cancer development. Researchers at 

Washington University in St. Louis conducted a mouse 

study of contact allergy, which found chronic skin in-

flammation caused by continuous skin contact with al-

lergens contributes to tumor development. “This model 

supported cancer development so strongly that some 

mice developed invasive squamous cell skin cancers 

similar to the patient’s tumor,” the lead author says.
READ MORE: 

bit.ly/implantallergy

“(Darker skinned patients) are much 
less aware of the possibility of sun 
damage and the damage that UV 

can inflict on their skin, and 
therefore need to educated 
appropriately in this regard.”
Henry W. Lim, M.D.

Detroit

(UV) exposure, which can contrib-
ute to the development of skin can-
cers. As such, appropriate measures 
of photoprotection such as the use of 
topically applied sunscreens with an 
SPF factor of at least 30, sun-protec-
tive clothing and sun avoidance must 
be practiced,” says Henry W. Lim, 
M.D., chairman and C.S. Livingood 
Chair, department of dermatology, 
Henry Ford Hospital, Detroit.

Skin cancers occurring in darker 
sk inned pat ients a lso tend to be 
more pigmented than those occur-
ring in Caucasian skin. W hile the 
typical sites of nonmelanoma skin 
cancers (NMSC) in Asians and Af-
rican-Americans are similar to that 
of Caucasians, Dr. Lim says darker 
skinned individuals can more com-
monly develop melanoma in atypi-
cal locations such as on the palms 
and especially the soles. According 
to Dr. Lim, this may in part be the 
reason why skin cancers and partic-
ularly melanoma is often diagnosed 
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Important Safety Information Regarding 
ACTICLATE™ (doxycycline hyclate USP) 
Tablets, 150 mg and 75 mg
•     ACTICLATE™ should be used only to treat or prevent infections 

that are proven or strongly suspected to be caused by 
susceptible bacteria.

•     ACTICLATE™ Tablets are contraindicated in persons who have 
shown hypersensitivity to any of the tetracyclines.

•      The use of drugs of the tetracycline-class during tooth 
development (last half of pregnancy, infancy, and childhood 
to 8 years) may cause permanent discoloration of the teeth 
(yellow-gray-brown).

•      Clostridium difficile-associated diarrhea (CDAD) has been 
reported with use of nearly all antibacterial agents, including 
ACTICLATE™, and may range in severity from mild diarrhea 
to fatal colitis. If CDAD is suspected or conwrmed, ongoing 
antibiotic use not directed against Clostridium difficile may  
need to be discontinued.

•     Photosensitivity manifested by an exaggerated sunburn 

reaction has been observed in some individuals taking 
tetracyclines. Limit sun exposure.

•      Intracranial Hypertension (IH) has been associated with 
the use of tetracyclines. Women of childbearing age who 
are overweight or have a history of IH are at greater risk for 
developing tetracycline-associated IH.

•     Adverse reactions observed in patients receiving tetracyclines 
include the following: anorexia, nausea, vomiting, diarrhea, 
rash, photosensitivity, urticaria and hemolytic anemia. 
Additional adverse events identiwed after marketing 
doxycycline hyclate include: Stevens-Johnson syndrome, rise 
in BU , angioneurotic edema, exacerbation of systemic lupus, 
thrombocytopenia, neutropenia and eosinophilia.

•     Concurrent use of tetracycline may render oral contraceptives 
less effective.

•     Pregnancy Category D. ACTICLATE™ use during nursing should 
be avoided, if possible.  

•     Patients are advised to drink yuids liberally along with 
doxycycline to reduce the risk of esophageal irritation  
and ulceration.
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1. Data on wle. Aqua Pharmaceuticals. West Chester, PA. 201Î. 
2.  ACTICLATE™ (Doxycycline Hyclate USP) Tablets Prescribing 

Information. Aqua Pharmaceuticals. West Chester, PA. 2014.

ACTICLATE™ is indicated for adjunctive therapy in severe acne.

Please see brief summary of Prescribing Information on next page.
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   o generic equivalent
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BRIEF SUMMARY
(see package insert for Full Prescribing Information)

ACTICLATE™ (doxycycline hyclate USP) Tablets
Aqua Pharmaceuticals, an Almirall company

This brief summary does not include all the information needed to 

use ACTICLATE™ Tablets safely and effectively.  

See full prescribing information for ACTICLATE™ Tablets.

INDICATIONS

ACTICLATE™ is a tetracycline-class antimicrobial indicated for:

	 •			Rickettsial	infections

	 •			Sexually	transmitted	infections

	 •			Respiratory	tract	infections

	 •			Specilc	bacterial	infections

	 •			Ophthalmic	infections

	 •				Anthrax,	including	inhalational	anthrax	(post-exposure)

	 •				Alternative	treatment	for	selected	infections	when	penicillin	 

is contraindicated

	 •			Adjunctive	therapy	in	acute	intestinal	amebiasis	and	 

severe	acne

	 •			Prophylaxis	of	malaria

To	reduce	the	development	of	drug-resistant	bacteria	and	maintain	

the	effectiveness	of	doxycycline	hyclate	and	other	antimicrobial	drugs,	

ACTICLATE	Tablets	should	be	used	only	to	treat	or	prevent	infections	that	

are	proven	or	strongly	suspected	to	be	caused	by	bacteria.

CONTRAINDICATIONS

Doxycycline	is	contraindicated	in	persons	who	have	shown	

hypersensitivity	to	any	of	the	tetracyclines.

WARNINGS AND PRECAUTIONS

	 •				The	use	of	drugs	of	the	tetracycline-class	during	tooth	development	

(last	half	of	pregnancy,	infancy	and	childhood	to	the	age	of	8	years)	

may	cause	permanent	discoloration	of	the	teeth	(yellow-gray-

brown).	This	adverse	reaction	is	more	common	during	long-term	

use	of	the	drugs	but	it	has	been	observed	following	repeated	

short-term	courses.	Enamel	hypoplasia	has	also	been	reported.	

Doxycycline	should	not	be	used	in	this	age	group,	except	for	

anthrax,	including	inhalational	anthrax	(post-exposure),	unless	other	

drugs	are	not	likely	to	be	effective	or	are	contraindicated.

	 •				Clostridium difficile-associated	diarrhea:	Evaluate	patients	if	

diarrhea	occurs.

	 •				Photosensitivity	manifested	by	an	exaggerated	sunburn	reaction	

has	been	observed	in	some	individuals	taking	tetracyclines.	Patients	

apt	to	be	exposed	to	direct	sunlight	or	ultraviolet	light	should	be	

advised	that	this	reaction	can	occur	with	tetracycline	drugs,	and	

treatment	should	be	discontinued	at	the	lrst	evidence	of	skin	

erythema.

	 •				Overgrowth	of	non-susceptible	organisms,	including	fungi,	may	

occur.	Reevaluate	therapy	if	superinfection	occurs.

	 •				Intracranial	hypertension	(IH,	pseudotumor	cerebri)	has	been	

associated	with	the	use	of	tetracyclines	including	ACTICLATE.	

Women	of	childbearing	age	who	are	overweight	or	have	a	history	

of	IH	are	at	greater	risk	for	developing	tetracycline	associated	IH.	

Concomitant	use	of	isotretinoin	and	ACTICLATE	should	be	avoided	

because	isotretinoin	is	also	known	to	cause	pseudotumor	cerebri.

	 •				All	tetracyclines	form	a	stable	calcium	complex	in	any	bone-forming	

tissue.	This	reaction	was	shown	to	be	reversible	when	the	drug	was	

discontinued.

	 •				The	antianabolic	action	of	the	tetracyclines	may	cause	an	increase	

in	BUN.

	 •				Doxycycline	offers	substantial	but	not	complete	suppression	of	the	

asexual	blood	stages	of	Plasmodium	strains.	Doxycycline	does	not	

suppress P. falciparum’s	sexual	blood	stage	gametocytes.	Subjects	

completing	this	prophylactic	regimen	may	still	transmit	the	infection	

to	mosquitoes	outside	endemic	areas.

	 •				Prescribing	ACTICLATE	in	the	absence	of	a	proven	or	strongly	

suspected	bacterial	infection	or	a	prophylactic	indication	is	unlikely	

to	provide	benelt	to	the	patient	and	increases	the	risk	of	the	

development	of	drug-resistant	bacteria.

	 •				In	long-term	therapy,	periodic	laboratory	evaluation	of	organ	

systems,	including	hematopoietic,	renal	and	hepatic	studies	should	

be	performed.

ADVERSE REACTIONS

Due	to	oral	doxycycline’s	virtually	complete	absorption,	side	effects	to	the	

lower	bowel,	particularly	diarrhea,	have	been	infrequent.	The	following	

adverse	reactions	have	been	observed	in	patients	receiving	tetracyclines.

	 •			 Gastrointestinal:	Anorexia,	nausea,	vomiting,	diarrhea,	glossitis,	

dysphagia,	enterocolitis,	and	inmammatory	lesions	(with	monilial	

overgrowth)	in	the	anogenital	region.	Hepatotoxicity	has	been	

reported.		These	reactions	have	been	caused	by	both	the	oral	and	

parenteral	administration	of	tetracyclines.	Instances	of	esophagitis	

and	esophageal	ulcerations	have	been	reported	in	patients	

receiving	capsule	and	tablet	forms	of	drugs	in	the	tetracycline-

class.	Most	of	these	patients	took	medications	immediately	before	

going	to	bed.

	 •			 Skin:	Maculopapular	and	erythematous	rashes,	Stevens-Johnson	

syndrome,	toxic	epidermal	necrolysis,	exfoliative	dermatitis,	and	

erythema	multiforme	have	been	reported.		Photosensitivity	is	

discussed	above	(see	Warnings and Precautions).

	 •			 Renal Toxicity:	Rise	in	BUN	has	been	reported	and	is	apparently	

dose-related (see Warnings and Precautions).

	 •			 Hypersensitivity Reactions: Urticaria,	angioneurotic	edema,	

anaphylaxis,	anaphylactoid	purpura,	serum	sickness,	pericarditis,	

and	exacerbation	of	systemic	lupus	erythematosus.

	 •			 Blood:	Hemolytic	anemia,	thrombocytopenia,	neutropenia,	and	

eosinophilia	have	been	reported.

	 •			 Intracranial Hypertension:	Intracranial	hypertension	(IH,	

pseudotumor	cerebri)	has	been	associated	with	the	use	of	

tetracyclines (see Warnings and Precautions).

	 •			 Thyroid Gland Changes: When	given	over	prolonged	periods,	

tetracyclines	have	been	reported	to	produce	brown-black	

microscopic	discoloration	of	thyroid	glands.		No	abnormalities	of	

thyroid	function	are	known	to	occur.

DRUG INTERACTIONS

	 •			 Because	tetracyclines	have	been	shown	to	depress	plasma	

prothrombin	activity,	patients	who	are	on	anticoagulant	therapy	may	

require	downward	adjustment	of	their	anticoagulant	dosage.

	 •			 Since	bacteriostatic	drugs	may	interfere	with	the	bactericidal	

action	of	penicillin,	it	is	advisable	to	avoid	giving	tetracyclines	in	

conjunction	with	penicillin.

	 •			 Absorption of tetracyclines is impaired by antacids containing 

aluminum,	calcium,	or	magnesium,	and	iron-containing	

preparations.

	 •			 Concurrent	use	of	tetracycline	may	render	oral	contraceptives	less	

effective.

	 •			 Barbiturates,	carbamazepine,	and	phenytoin	decrease	the	half-life	

of	doxycycline.

	 •			 The	concurrent	use	of	tetracycline	and	Penthrane®	(methoxymurane)	

has	been	reported	to	result	in	fatal	renal	toxicity.

	 •			 False	elevations	of	urinary	catecholamines	may	occur	due	to	

interference	with	the	muorescence	test.

USE IN SPECIFIC POPULATIONS

Pregnancy

Teratogenic Effects.  Pregnancy Category D

There	are	no	adequate	and	well-controlled	studies	on	the	use	of	

doxycycline	in	pregnant	women.	The	vast	majority	of	reported	experience	

with	doxycycline	during	human	pregnancy	is	short-term,	lrst	trimester	

exposure.	There	are	no	human	data	available	to	assess	the	effects	

of	long-term	therapy	of	doxycycline	in	pregnant	women	such	as	that	

proposed	for	the	treatment	of	anthrax	exposure.

Nursing Mothers

Tetracyclines	are	excreted	in	human	milk,	however,	the	extent	of	

absorption	of	tetracyclines	including	doxycycline,	by	the	breastfed	infant	

is	not	known.	Short-term	use	by	lactating	women	is	not	necessarily	

contraindicated.	The	effects	of	prolonged	exposure	to	doxycycline	in	

breast	milk	are	unknown.	Because	of	the	potential	for	serious	adverse	

reactions	in	nursing	infants	from	doxycycline,	a	decision	should	be	made	

whether	to	discontinue	nursing	or	to	discontinue	the	drug,	taking	into	

account	the	importance	of	the	drug	to	the	mother	(see	Warnings and 

Precautions).

Pediatric Use

Because	of	the	effects	of	drugs	of	the	tetracycline-class	on	tooth	

development	and	growth,	ACTICLATE	should	not	be	used	in	pediatric	

patients	to	the	age	of	8	years,	unless	the	potential	benelts	are	expected	

to	outweigh	the	risks	such	as	for	anthrax,	or	when	other	drugs	are	

not	likely	to	be	effective	or	are	contraindicated	(see	Warnings and 

Precautions).

Geriatric Use

Clinical	studies	of	doxycycline	hyclate	tablets	did	not	include	suflcient	

numbers	of	subjects	aged	65	and	over	to	determine	whether	they	

respond	differently	from	younger	subjects.	Other	reported	clinical	

experience	has	not	identiled	differences	in	responses	between	the	

elderly	and	younger	patients.	

PATIENT INFORMATION

Advise	patients	taking	doxycycline	for	malaria	prophylaxis:

	 •			 that	no	present-day	antimalarial	agent,	including	doxycycline,	

guarantees	protection	against	malaria.

	 •			 to	avoid	being	bitten	by	mosquitoes	by	using	personal	protective	

measures	that	help	avoid	contact	with	mosquitoes,	especially	

from	dusk	to	dawn	(for	example,	staying	in	well-screened	areas,	

using	mosquito	nets,	covering	the	body	with	clothing,	and	using	an	

effective	insect	repellent).

	 •			 that	doxycycline	prophylaxis:

	 	 –			should	begin	1	day	to	2	days	before	travel	to	the	malarious	area,

	 	 –			should	be	continued	daily	while	in	the	malarious	area	and	after	

leaving	the	malarious	area,

	 	 –			should	be	continued	for	4	further	weeks	to	avoid	development	of	

malaria	after	returning	from	an	endemic	area,

	 	 –		should	not	exceed	4	months.

Advise	all	patients	taking	doxycycline:

	 •			 to	avoid	excessive	sunlight	or	artilcial	ultraviolet	light	while	

receiving	doxycycline	and	to	discontinue	therapy	if	phototoxicity	

(for	example,	skin	eruptions,	etc.)	occurs.		Sunscreen	or	sunblock	

should	be	considered	(see	Warnings and Precautions).

	 •			 to	drink	muids	liberally	along	with	doxycycline	to	reduce	the	risk	of	

esophageal	irritation	and	ulceration	(see	Adverse Reactions).

	 •			 that	the	absorption	of	tetracyclines	is	reduced	when	taken	

with	foods,	especially	those	that	contain	calcium.		However,	

the	absorption	of	doxycycline	is	not	markedly	inmuenced	by	

simultaneous ingestion of food or milk (see Drug Interactions).

	 •			 that	the	absorption	of	tetracyclines	is	reduced	when	taken	with	

antacids	containing	aluminum,	calcium	or	magnesium,	bismuth	

subsalicylate,	and	iron-containing	preparations	(see	Drug 

Interactions).

	 •			 that	the	use	of	doxycycline	might	increase	the	incidence	of	vaginal	

candidiasis.

Diarrhea	is	a	common	problem	caused	by	antibacterials	which	usually	

ends	when	the	antibacterial	is	discontinued.	Sometimes	after	starting	

treatment	with	antibacterials,	patients	can	develop	watery	and	bloody	

stools	(with	or	without	stomach	cramps	and	fever)	even	as	late	as	two	

or	more	months	after	having	taken	the	last	dose	of	antibacterial.	If	this	

occurs,	patients	should	contact	their	physician	as	soon	as	possible.

Counsel	patients	that	antibacterial	drugs	including	ACTICLATE	should	only	

be	used	to	treat	bacterial	infections.	They	do	not	treat	viral	infections	(for	

example,	the	common	cold).	When	ACTICLATE	is	prescribed	to	treat	a	

bacterial	infection,	patients	should	be	told	that	although	it	is	common	to	

feel	better	early	in	the	course	of	therapy,	the	medication	should	be	taken	

exactly	as	directed.	Skipping	doses	or	not	completing	the	full	course	of	

therapy	may	(1)	decrease	the	effectiveness	of	the	immediate	treatment	

and	(2)	increase	the	likelihood	that	bacteria	will	develop	resistance	and	will	

not	be	treatable	by	ACTICLATE	or	other	antibacterial	drugs	in	the	future.

To	report	SUSPECTED	ADVERSE	REACTIONS,	contact	Aqua	

Pharmaceuticals	at	1-866-665-2782	or	FDA	at	1-800-FDA-1088	or	

www.fda.gov/medwatch.

Manufactured	by	 

Catalent	Pharma	Solutions,	Winchester,	KY	40391

For	Aqua	Pharmaceuticals,	an	Almirall	Company	 

West	Chester,	PA	19380

August	2014
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Gene expression profiling with a com-
mercially available test (DecisionDx-
Melanoma, Castle Biosciences) provides 
useful prognostic information for patients 
with high-risk cutaneous melanoma who 
undergo sentinel lymph node (SLN) bi-
opsy, and particularly for those found to 
be node-negative, according to a study 
presented at the annual meeting of the 
American Society for Clinical Oncology.

The gene expression profile (GEP) 
test is a signature of 31 genes — 28 dis-
criminating gene targets and three con-
trol genes — that classifies tumors into 
two groups representing a high and 
low risk of metastasis (Classes 1 and 
2, respectively). A previous validation 
study demonstrated that it accurately 
predicted the five-year risk of metasta-
sis for primary cutaneous melanomas.

This second validation study inves-
tigated its performance for predicting 
distant metastasis-free survival (DMFS) 
and overall survival in a cohort of 217 
patients with cutaneous melanoma 
who underwent SLN biopsy. The study 
results showed GEP testing provided 
clinically significant information in-
dependent of sentinel node status.

“It is important to point out that the 
GEP test does not take the place of SLN 
biopsy. Rather, it is another tool for gain-
ing additional prognostic information 
about patients,” said lead author David 
Lawson, M.D., who is professor of hema-
tology and oncology, Emory University, 
Atlanta.

“SLN biopsy is still the best test we 
have to predict recurrence in a cutane-
ous melanoma patient who is clinically 
node-negative,” he says. “However, my 
experience as a medical oncologist and 
the results of the Multicenter Selective 
Lymphadenectomy Trial show that 
about two of three patients that even-
tually develop distance metastases had 
a negative biopsy.

“The GEP test appears to be helpful 
for identifying which node-negative pa-
tients might be at higher risk and per-
haps may also improve prognostication 
for SLN positive patients. However, the 
question that remains to be answered is 

what management recommendations 
should be made to patients based on the 
findings of the GEP test.”

Derek Maetzold, president and CEO 
of Castle Biosciences, tells Dermatology 

Times, “The data from our second vali-
dation cohort showed that the GEP test 
successfully identified a large group of 
SLN-negative patients who were at very 

high risk for developing metastasis. This 
finding is consistent with our first clini-
cal validation study that primarily con-
tained stage 1 and 2 patients and provides 
good confirmation that we are achieving 
the goal we had in developing the test.”

BETTER ACCURACY

“In addition, this study shows the find-
ings of GEP and SLN biopsy are comple-
mentary. Combining the two results gave 
better predictive accuracy than either test 
alone,” Mr. Maetzold says. “We think the 
added risk information from the GEP test 
will allow clinicians to better stratify these 
patients, enabling identification of those 
individuals who are SLN-negative that 
merit referral to an oncologist because 

their tumor biology puts them at risk for 
internal disease progression.”

The patients in the study underwent 
SLN biopsy during the years 2000 to 
2008, mostly at major academic cent-
ers. There were 159 patients who were 
SLN-negative; the GEP test categorized 
92 of those patients as high risk (Class 2) 
and 67 as low risk (Class 1). Fifty-eight 
patients were SLN-positive; the GEP test 
categorized 49 as Class 2 and 9 as Class 1.

Distant metastasis occurred in 32 
SLN-positive patients and 53 SLN-neg-
ative patients. With patients catego-
rized by GEP class, distant metastasis 
occurred in 71 Class 2 patients and 14 
Class 1 patients.

The group that was SLN-negative and 

GEP Class 2 had a five-year distant me-
tastasis free survival (DMFS) rate of 49 
percent; the DMFS rate for the SLN-neg-
ative/Class 1 group was 86 percent.

“Considering SLN status alone, pa-
tients who were SLN-positive had a five-
year DMFS of 42 percent. The five-year 
DMFS was similar in the SLN-negative/
Class 2 group but, as expected, better in 
the SLN-negative/Class 1 group. These 
data further illustrate that the GEP test 
was able to provide important stratifi-
cation in the SLN-negative group,” Mr. 
Maetzold says.

The differences in outcomes between 
the Class 1 and Class 2 SLN-positive pa-
tients were less dramatic, but the results 

Gene expression prof le test IDs 
patients at high risk for melanoma

A study investigating the prognostic 
performance of a gene expression 
prof le test in a cohort of patients 
who underwent sentinel lymph 
node biopsy shows it provided 
clinically signif cant information 
independent of sentinel node status.

QUICK READCHERYL GUTTMAN KRADER | 
STAFF CORRESPONDENT

Kaplan-Meier analysis of distant metastasis free survival (DMFS) and overall survival (OS) for the 
combined GEP and SLNB outcomes. (Image: Castle Biosciences)

GENE EXPRESSION see page 54
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Banff, Alberta — Evidence from on-
going trials will reveal the optimal ap-
proach to combining immune therapy 
and molecularly targeted therapy in the 
treatment of malignant melanoma, ac-
cording to a presenter here at the 8th Ca-
nadian melanoma conference.

“One of the issues that comes up when 
you have multiple types of therapies avail-

able is trying to determine the right way 
to use these treatments in patients,” says 
Ryan Joseph Sullivan, M.D., an assist-
ant in medicine at Massachusetts Gen-
eral Hospital Cancer Center, Boston, and 
an instructor at Harvard Medical School. 
“There is a justification to combine im-
mune therapy and BRAF targeted ther-
apy or MEK targeted therapy. There is also 
work done to show BRAF inhibitors are 
not immune suppressive, but MEK inhib-
itors may be. What is not known is if the 
combination (BRAF and MEK inhibitor) 
is immune suppressive or not.”

There are a number of trials with 
BRAF inhibitors or MEK inhibitors (in 
combination with immune therapies) 
or BRAF and MEK inhibitors in combi-
nation with a number of immune ther-
apies, Dr. Sullivan says.

It has been observed that there is an 
ability in cancer cells to express pro-
teins on the cell surface, called antigens, 
which can be recognized by the immune 
system, he says.

“BRAF mutations are blocking BRAF, 
and antigens are increased as a result,” 
Dr. Sullivan says. “There also is an in-
flux of cytotoxic lymphocytes that can 
recognize these antigens and help de-
stroy the tumor.”

TRIAL RESULTS

The Food and Drug Administration has 
approved the combination of BRAF and 

MEK inhibitors such that initiation of BRAF 
inhibitors alone has been supplanted by 
the combination of BRAF and MEK in-
hibitors in the treatment of metastatic 

melanoma.
Last year, trial in-

vestigators halted a 
melanoma study in 
which the BRAF in-
hibitor vemurafenib 
and ipilimumab — 
an immune therapy 
that targets CTLA-4 
— were used in com-

bination, citing cases of hepatotoxicity.
But despite the cessation of the phase 

1 trial last year, it has not dissuaded re-
searchers from using combination ther-
apies, Dr. Sullivan says.

“The preclinical data is compelling 
and people have opted not to do away 
with the combination (molecularly tar-
geted therapy and immune therapy),” 
he says.

Currently, dabrafenib and ipilimu-
mab are being administered in a trial, 
and there have been no reports of seri-
ous adverse events.

“There have not been reports of the 
same issues (liver toxicity),” Dr. Sullivan 
says. “One could imagine that the silence 
means the toxicity is not happening.”

MOLECULARLY TARGETED THERAPY

Some of the molecularly targeted ap-
proaches include the BRAF inhibitor ve-
murafenib combined with the MEK inhib-
itor cobimetinib and the BRAF inhibitor 
LGX 818 and the MEK inhibitor MEK 162. 
Still other treatment approaches consist 
of a single agent BRAF inhibitor or single 
agent MEK inhibitor combined with im-
mune therapy.

“The whole goal of combination ther-
apy is to increase the response rate of the 
single agent BRAF inhibitor or BRAF and 
MEK inhibitors, by adding the durability 
of immune therapy, and raising the tail 
of the (survival) curve,” Dr. Sullivan says. 

“What remains to be seen is what is the 
best immune therapy and what is the best 
molecularly targeted therapy and should 
the molecularly targeted therapy be given 
in combination (e.g., BRAF inhibitor plus 
MEK inhibitor) or as a single agent.”

Interferon, a therapy approved by 
the Food and Drug Administration for 
the treatment of high-risk, resected 
melanoma (stages 2 and 3), has been re-
visited by clinicians in this era of com-
bining treatments, and is being admin-
istered in conjunction with therapies 
like vemurafenib, Dr. Sullivan notes.

“High-dose interferon is being used 
in stage 4 disease no less,” he says. “In-
terferon is immunotherapy that is selec-
tive because of the effect that the BRAF 
inhibitor has on interferon signalling.”

Emerging evidence suggests that 
certain mutations like NRAS render 
the tumor more susceptible to im-
mune therapy.

“If it is true, there may be ways to mod-
ify signalling to make immunotherapy 
more effective,” Dr. Sullivan says.

While the combination therapies are 
being currently being given to patients 
with stage 4 melanoma, it is possible 
that these therapies would be admin-
istered in patients with earlier stage dis-
ease in the future, he says.

“That is the model that has been used 
(in oncology),” Dr. Sullivan says. DT

Disclosures: Dr. Sullivan reports no relevant 

financial interests.

Combination therapy likely to improve 
metastatic melanoma response

Treatment response in cases of 
metastatic melanoma will likely 
be enhanced with the future 
use of combined therapy that 
consists of molecularly targeted 
treatment and immune therapy.

QUICK READLOUISE GAGNON | STAFF CORRESPONDENT

“Interferon is 
immunotherapy 
that is selective 
because of the 
effect that the 
BRAF inhibitor 
has on interferon 
signalling.”
Ryan Joseph Sullivan, M.D.

Boston

Dabrafenib and ipilimumab are 
being administered in a trial, 
and there have been no reports 
of serious adverse events.
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still pointed to added enhanced discrim-
ination with the GEP test information.

In multivariate analysis, both GEP 
Class 2 and SLN-positive status were 
independent predictors of DMFS, but 
GEP was the more powerful of the two, 
and it was the only significant predic-
tor of overall survival.

TEST DEVELOPMENT

Development of the GEP test was initiated 
in 2010 with the aim of identifying a tool 
that could more accurately predict risk 
of cutaneous melanoma than the cur-
rent TNM staging criteria — thus repre-

senting a useful addition to TNM stag-
ing. The initial validation study analyzed 
data from 268 patients and showed the 
GEP test accurately stratified patients into 
low- and high-risk groups and provided 
information independent of Breslow’s 
depth, mitotic index, ulceration status 
or all of those factors combined.

The assay became commercially 
available in late 2013. Orders are ac-
cepted only from treating clinicians 
who need to submit a one-page requi-
sition form along with a copy of the pa-
thology report for the original tumor 
biopsy and the patient’s insurance in-

formation. Castle Biosciences coordi-
nates obtaining tissue for testing di-
rectly through the dermatopathologist, 
and results are reported to the treating 
clinician with a turnaround time of 10 
to 14 days.

Castle Biosciences also handles in-
surance billing, and there is an inter-
nal charitable program available for pa-
tients who are uninsured or who may 
not be able to afford any out-of-pocket 
cost for the test. DT

Disclosures: Dr. Lawson reports no relevant fi-

nancial interests.

GENE EXPRESSION:

Study: Prof ling provides clinically useful information independent of SLN status from page 51

at a more advanced stage in darker-
skinned patients, underscoring the 
need for careful skin examinations 
and a higher vigilance in this patient 
population.

PATIENT EDUCATION

Darker skinned individuals also need 
to receive appropriate education re-
garding their skin in terms of their risk 
of skin cancer development, as some 
patients may have a false misconcep-
tion regarding their risk. In addition, 
Dr. Lim says darker-skinned patients 

tend to have lower levels of vitamin 
D and therefore, it is important that 
dermatologists also educate this pa-
tient population in taking appropri-
ate vitamin D supplementation.

“Compared to the fair-sk inned 
patient population, darker-skinned 
patients are much less concerned of 
skin cancer in general because many 
erroneously believe that they will be 
less affected by the disease due to 
their darker skin phenotype. They are 
much less aware of the possibility of 
sun damage and the damage that UV 

can inf lict on their skin, and there-
fore need to educated appropriately 
in this regard,” Dr. Lim says.

In terms of prevalence, SCC is the 
more common NMSC in African-
Americans, followed by BCC, Dr. Lim 
says, which is reversed in Caucasian 
patients, in whom BCC occurs more 
frequently than SCC. In Asian skin 
with a darker Fitzpatrick skin type 
(i.e., south Asians), SCC is more com-
mon than BCC, and in fairer-skinned 
Asians (i.e. east Asians), BCC is more 
prevalent than SCC, similar to Cau-
casians.

Dermatologists need to be vigi-
lant and more aware of the types and 
frequency of skin cancers that can 
occur in patients with darker Fitz-
patrick skin types, Dr. Lim says. In 
addition to examining the “typical” 
sites where these tumors occur, der-
matologists should also carefully in-
spect the oral mucosa as well as the 
palms and soles.

“The demographics are changing 
in the United States and as such, we 
are seeing more and more patients 
w ith sk in of color,” Dr. Lim says. 
“Therefore, it is important to know 
the prevalence of melanoma and 
nonmelanoma skin cancers in this 
patient population so that we can bet-
ter recognize the disease in a more 
timely fashion.” DT

PHOTOPROTECTION:

Darker skinned patients need appropriate education about skin cancer risk  from page 48

“The demographics are changing in 
the United States and as such, we are 
seeing more and more patients with 
skin of color. Therefore, it is important 
to know the prevalence of melanoma 
and nonmelanoma skin cancers in 
this patient population so that we can 
better recognize the disease in a more 
timely fashion.” 
Henry W. Lim, M.D. 

Detroit
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Topicort® Topical Spray is a topical corticosteroid indicated for the treatment of plaque psoriasis in patients 18 years of age or older.

Important Safety Information
t���5PQJDPSU¥�5PQJDBM�4QSBZ�JT�B�UPQJDBM�DPSUJDPTUFSPJE�UIBU�IBT�CFFO�TIPXO�UP�TVQQSFTT�UIF�IZQPUIBMBNJD�QJUVJUBSZ�BESFOBM�	)1"
�BYJT�

t����4ZTUFNJD�BCTPSQUJPO�PG�UPQJDBM�DPSUJDPTUFSPJET�DBO�QSPEVDF�SFWFSTJCMF�)1"�BYJT�TVQQSFTTJPO�XJUI�UIF�QPUFOUJBM�GPS�HMVDPDPSUJDPTUFSPJE�JOTVó��DJFODZ��
5IJT�NBZ�PDDVS�EVSJOH�USFBUNFOU�PS�VQPO�XJUIESBXBM�PG�UIF�UPQJDBM�DPSUJDPTUFSPJE�

t����#FDBVTF�PG�UIF�QPUFOUJBM�GPS�TZTUFNJD�BCTPSQUJPO�VTF�PG�UPQJDBM�DPSUJDPTUFSPJET�NBZ�SFRVJSF�UIBU�QBUJFOUT�CF�QFSJPEJDBMMZ�FWBMVBUFE�GPS�)1"�BYJT�TVQQSFTTJPO�

t����-PDBM�BEWFSTF�SFBDUJPOT�NBZ�CF�NPSF�MJLFMZ�UP�PDDVS�XJUI�PDDMVTJWF�VTF�QSPMPOHFE�VTF�PS�VTF�PG�IJHIFS�QPUFODZ�DPSUJDPTUFSPJET��3FBDUJPOT�NBZ�JODMVEF�
BUSPQIZ�TUSJBF�UFMBOHJFDUBTJBT�CVSOJOH�JUDIJOH�JSSJUBUJPO�ESZOFTT�GPMMJDVMJUJT�BDOFJGPSN�FSVQUJPOT�IZQPQJHNFOUBUJPO�QFSJPSBM�EFSNBUJUJT�BMMFSHJD��
DPOUBDU�EFSNBUJUJT�TFDPOEBSZ�JOGFDUJPO�BOE�NJMJBSJB��4PNF�MPDBM�SFBDUJPOT�NBZ�CF�JSSFWFSTJCMF�

t����4BGFUZ�BOE�Fò�FDUJWFOFTT�PG�5PQJDPSU¥�5PQJDBM�4QSBZ�JO�QBUJFOUT�ZPVOHFS�UIBO����ZFBST�PG�BHF�IBWF�OPU�CFFO�TUVEJFE��UIFSFGPSF�VTF�JO�QFEJBUSJD�QBUJFOUT�
is not recommended.

ONE TOUGH SPRAY
A super-potent spray for moderate to severe plaque psoriasis

BASELINE LEG

Erythematous, scaling plaques on anterior left leg. -FTJPOT�EFDSFBTFE�JO�UIJDLOFTT�BOE�TDBMF��

AFTER 4 WEEKS OF TREATMENT 

1BUJFOU�QJDUVSFE�XBT�OPU�B�QBSUJDJQBOU�JO�UIF�1IBTF���DMJOJDBM�TUVEJFT�GPS�5PQJDPSU¥�5PQJDBM�4QSBZ���*OEJWJEVBM�SFTVMUT�NBZ�WBSZ���1IPUPT�BOE�OPUFT�QSPWJEFE�CZ�+��#JLPXTLJ�.�%�1
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TOPICORT® (desoximetasone) Topical Spray, 0.25%
3Y�0OMZ

BRIEF SUMMARY
1  INDICATIONS AND USAGE 
Topicort® Topical Spray is a corticosteroid indicated for the treatment of plaque psoriasis in patients 18 years of age 
or older.

4  CONTRAINDICATIONS
None  

5  WARNINGS AND PRECAUTIONS
5.1 Efect on Endocrine System
Topicort®�5PQJDBM�4QSBZ�JT�B�UPQJDBM�DPSUJDPTUFSPJE�UIBU�IBT�CFFO�TIPXO�UP�TVQQSFTT�UIF�IZQPUIBMBNJD�QJUVJUBSZ�
BESFOBM�	)1"
�BYJT��

4ZTUFNJD�BCTPSQUJPO�PG�UPQJDBM�DPSUJDPTUFSPJET�DBO�QSPEVDF�SFWFSTJCMF�)1"�BYJT�TVQQSFTTJPO�XJUI�UIF�QPUFOUJBM�
GPS�HMVDPDPSUJDPTUFSPJE�JOTVóDJFODZ��5IJT�NBZ�PDDVS�EVSJOH�USFBUNFOU�PS�VQPO�XJUIESBXBM�PG�UIF�UPQJDBM�
corticosteroid.

*O�B�TUVEZ�JODMVEJOH����FWBMVBCMF�TVCKFDUT����ZFBST�PG�BHF�PS�PMEFS�XJUI�NPEFSBUF�UP�TFWFSF�QMBRVF�QTPSJBTJT�
BESFOBM�TVQQSFTTJPO�XBT�JEFOUJöFE�JO���PVU�PG����TVCKFDUT�IBWJOH�JOWPMWFNFOU�PG��������PG�CPEZ�TVSGBDF�BSFB�
	#4"
�BOE���PVU�PG���TVCKFDUT�IBWJOH�JOWPMWFNFOU�PG������PG�#4"�BGUFS�USFBUNFOU�XJUI�5PQJDPSU® Topical Spray 
UXJDF�B�EBZ�GPS����EBZT��<see Clinical Pharmacology (12.2)]

#FDBVTF�PG�UIF�QPUFOUJBM�GPS�TZTUFNJD�BCTPSQUJPO�VTF�PG�UPQJDBM�DPSUJDPTUFSPJET�NBZ�SFRVJSF�UIBU�QBUJFOUT�CF�
QFSJPEJDBMMZ�FWBMVBUFE�GPS�)1"�BYJT�TVQQSFTTJPO��'BDUPST�UIBU�QSFEJTQPTF�B�QBUJFOU�VTJOH�B�UPQJDBM�DPSUJDPTUFSPJE�UP�
)1"�BYJT�TVQQSFTTJPO�JODMVEF�UIF�VTF�PG�IJHI�QPUFODZ�TUFSPJET�MBSHFS�USFBUNFOU�TVSGBDF�BSFBT�QSPMPOHFE�VTF�VTF�
PG�PDDMVTJWF�ESFTTJOHT�BMUFSFE�TLJO�CBSSJFS�MJWFS�GBJMVSF�BOE�ZPVOH�BHF�

"O�"$5)�TUJNVMBUJPO�UFTU�NBZ�CF�IFMQGVM�JO�FWBMVBUJOH�QBUJFOUT�GPS�)1"�BYJT�TVQQSFTTJPO��

*G�)1"�BYJT�TVQQSFTTJPO�JT�EPDVNFOUFE�BO�BUUFNQU�TIPVME�CF�NBEF�UP�HSBEVBMMZ�XJUIESBX�UIF�ESVH�UP�SFEVDF�UIF�
GSFRVFODZ�PG�BQQMJDBUJPO�PS�UP�TVCTUJUVUF�B�MFTT�QPUFOU�TUFSPJE��.BOJGFTUBUJPOT�PG�BESFOBM�JOTVóDJFODZ�NBZ�SFRVJSF�
TVQQMFNFOUBM�TZTUFNJD�DPSUJDPTUFSPJET��3FDPWFSZ�PG�)1"�BYJT�GVODUJPO�JT�HFOFSBMMZ�QSPNQU�BOE�DPNQMFUF�VQPO�
discontinuation of topical corticosteroids. 

$VTIJOH�T�TZOESPNF�IZQFSHMZDFNJB�BOE�VONBTLJOH�PG�MBUFOU�EJBCFUFT�NFMMJUVT�DBO�BMTP�SFTVMU�GSPN�TZTUFNJD�
BCTPSQUJPO�PG�UPQJDBM�DPSUJDPTUFSPJET�
Use of more than one corticosteroid-containing product at the same time may increase the total systemic 
DPSUJDPTUFSPJE�FYQPTVSF�� 
1FEJBUSJD�QBUJFOUT�NBZ�CF�NPSF�TVTDFQUJCMF�UP�TZTUFNJD�UPYJDJUZ�GSPN�VTF�PG�UPQJDBM�DPSUJDPTUFSPJET��<see Use in 
Specifc Populations (8.4)]

5.2 Local Adverse Reactions with Topical Corticosteroids
-PDBM�BEWFSTF�SFBDUJPOT�NBZ�CF�NPSF�MJLFMZ�UP�PDDVS�XJUI�PDDMVTJWF�VTF�QSPMPOHFE�VTF�PS�VTF�PG�IJHIFS�QPUFODZ�
DPSUJDPTUFSPJET���3FBDUJPOT�NBZ�JODMVEF�BUSPQIZ�TUSJBF�UFMBOHJFDUBTJBT�CVSOJOH�JUDIJOH�JSSJUBUJPO�ESZOFTT�
folliculitis, acneiform eruptions, hypopigmentation, perioral dermatitis, allergic contact dermatitis, secondary 
JOGFDUJPO�BOE�NJMJBSJB���4PNF�MPDBM�BEWFSTF�SFBDUJPOT�NBZ�CF�JSSFWFSTJCMF�

5.3 Allergic Contact Dermatitis with Topical Corticosteroids
"MMFSHJD�DPOUBDU�EFSNBUJUJT�UP�BOZ�DPNQPOFOU�PG�UPQJDBM�DPSUJDPTUFSPJET�JT�VTVBMMZ�EJBHOPTFE�CZ�B�GBJMVSF�UP�IFBM�
SBUIFS�UIBO�B�DMJOJDBM�FYBDFSCBUJPO��$MJOJDBM�EJBHOPTJT�PG�BMMFSHJD�DPOUBDU�EFSNBUJUJT�DBO�CF�DPOöSNFE�CZ�QBUDI�
testing.

5.4 Concomitant Skin Infections
$PODPNJUBOU�TLJO�JOGFDUJPOT�TIPVME�CF�USFBUFE�XJUI�BO�BQQSPQSJBUF�BOUJNJDSPCJBM�BHFOU�
If the infection persists, Topicort®�5PQJDBM�4QSBZ�TIPVME�CF�EJTDPOUJOVFE�VOUJM�UIF�JOGFDUJPO�IBT�CFFO� 
adequately treated.

5.5 Flammable Contents
Topicort®�5PQJDBM�4QSBZ�JT�øBNNBCMF��LFFQ�BXBZ�GSPN�IFBU�PS�øBNF��

ADVERSE REACTIONS
6.1 Clinical Trials Experience
#FDBVTF�DMJOJDBM�USJBMT�BSF�DPOEVDUFE�VOEFS�XJEFMZ�WBSZJOH�DPOEJUJPOT�BEWFSTF�SFBDUJPO�SBUFT�PCTFSWFE�JO�UIF�
DMJOJDBM�USJBMT�PG�B�ESVH�DBOOPU�CF�EJSFDUMZ�DPNQBSFE�UP�SBUFT�JO�UIF�DMJOJDBM�USJBMT�PG�BOPUIFS�ESVH�BOE�NBZ�OPU�
SFøFDU�UIF�SBUFT�PCTFSWFE�JO�QSBDUJDF�

*O�SBOEPNJ[FE�NVMUJDFOUFS�QSPTQFDUJWF�WFIJDMF�DPOUSPMMFE�DMJOJDBM�USJBMT�TVCKFDUT�XJUI�NPEFSBUF�UP�TFWFSF�QMBRVF�
QTPSJBTJT�PG�UIF�CPEZ�BQQMJFE�5PQJDPSU®�5PQJDBM�4QSBZ�PS�WFIJDMF�TQSBZ�UXJDF�EBJMZ�GPS���XFFLT��"�UPUBM�PG�����TVCKFDUT�
applied Topicort® Topical Spray.

"EWFSTF�SFBDUJPOT�UIBU�PDDVSSFE�JO�Ż����PG�TVCKFDUT�USFBUFE�XJUI�5PQJDPSU®�5PQJDBM�4QSBZ�XFSF�BQQMJDBUJPO�TJUF�
ESZOFTT�	����
�BQQMJDBUJPO�TJUF�JSSJUBUJPO�	����
�BOE�BQQMJDBUJPO�TJUF�QSVSJUVT�	����
�

"OPUIFS�MFTT�DPNNPO�BEWFSTF�SFBDUJPO�	����CVU������
�XBT�GPMMJDVMJUJT���

Table 1. Number (%) of Subjects with Adverse Reactions Occurring in ≥ 1%

Topicort® Topical Spray,  
������C�J�E��	/������


7FIJDMF�TQSBZ�C�J�E�
�	/������


/VNCFS�PG�4VCKFDUT�XJUI� 
"EWFSTF�3FBDUJPOT

���	����
 ���	�����


Application site dryness ��	����
 ��	����


Application site irritation ��	����
 ��	����


Application site pruritus ��	����
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8  USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
5FSBUPHFOJD�&òFDUT��1SFHOBODZ�$BUFHPSZ�$
5IFSF�BSF�OP�BEFRVBUF�BOE�XFMM�DPOUSPMMFE�TUVEJFT�JO�QSFHOBOU�XPNFO��5PQJDPSU®�5PQJDBM�4QSBZ�TIPVME�CF�VTFE�
EVSJOH�QSFHOBODZ�POMZ�JG�UIF�QPUFOUJBM�CFOFöU�KVTUJöFT�UIF�QPUFOUJBM�SJTL�UP�UIF�GFUVT�

$PSUJDPTUFSPJET�IBWF�CFFO�TIPXO�UP�CF�UFSBUPHFOJD�JO�MBCPSBUPSZ�BOJNBMT�XIFO�BENJOJTUFSFE�TZTUFNJDBMMZ�BU�
SFMBUJWFMZ�MPX�EPTBHF�MFWFMT���

%FTPYJNFUBTPOF�IBT�CFFO�TIPXO�UP�CF�UFSBUPHFOJD�BOE�FNCSZPUPYJD�JO�NJDF�SBUT�BOE�SBCCJUT�XIFO�HJWFO�CZ�
TVCDVUBOFPVT�PS�EFSNBM�SPVUFT�PG�BENJOJTUSBUJPO�BU�EPTFT���UP����UJNFT�UIF�IVNBO�EPTF�PG�5PQJDPSU® Topical Spray 
CBTFE�PO�B�CPEZ�TVSGBDF�BSFB�DPNQBSJTPO�

8.3 Nursing Mothers
4ZTUFNJDBMMZ�BENJOJTUFSFE�DPSUJDPTUFSPJET�BQQFBS�JO�IVNBO�NJML�BOE�DPVME�TVQQSFTT�HSPXUI�JOUFSGFSF�XJUI�
FOEPHFOPVT�DPSUJDPTUFSPJE�QSPEVDUJPO�PS�DBVTF�PUIFS�VOUPXBSE�FòFDUT��*U�JT�OPU�LOPXO�XIFUIFS�UPQJDBM�
BENJOJTUSBUJPO�PG�DPSUJDPTUFSPJET�DPVME�SFTVMU�JO�TVóDJFOU�TZTUFNJD�BCTPSQUJPO�UP�QSPEVDF�EFUFDUBCMF�RVBOUJUJFT�JO�
CSFBTU�NJML��#FDBVTF�NBOZ�ESVHT�BSF�FYDSFUFE�JO�IVNBO�NJML�DBVUJPO�TIPVME�CF�FYFSDJTFE�XIFO�5PQJDPSU® Topical 
4QSBZ�JT�BENJOJTUFSFE�UP�B�OVSTJOH�XPNBO�

If used during lactation, Topicort®�5PQJDBM�4QSBZ�TIPVME�OPU�CF�BQQMJFE�PO�UIF�DIFTU�UP�BWPJE�BDDJEFOUBM�JOHFTUJPO�
CZ�UIF�JOGBOU�

8.4 Pediatric Use
4BGFUZ�BOE�FòFDUJWFOFTT�PG�5PQJDPSU®�5PQJDBM�4QSBZ�JO�QBUJFOUT�ZPVOHFS�UIBO����ZFBST�PG�BHF�IBWF�OPU�CFFO�TUVEJFE��
UIFSFGPSF�VTF�JO�QFEJBUSJD�QBUJFOUT�JT�OPU�SFDPNNFOEFE��#FDBVTF�PG�B�IJHIFS�SBUJP�PG�TLJO�TVSGBDF�BSFB�UP�CPEZ�
NBTT�QFEJBUSJD�QBUJFOUT�BSF�BU�B�HSFBUFS�SJTL�UIBO�BEVMUT�PG�)1"�BYJT�TVQQSFTTJPO�BOE�$VTIJOH�T�TZOESPNF�XIFO�
UIFZ�BSF�USFBUFE�XJUI�UPQJDBM�DPSUJDPTUFSPJET��5IFZ�BSF�UIFSFGPSF�BU�HSFBUFS�SJTL�PG�BESFOBM�JOTVóDJFODZ�EVSJOH�BOE�
PS�BGUFS�XJUIESBXBM�PG�USFBUNFOU��"EWFSTF�FòFDUT�JODMVEJOH�TUSJBF�IBWF�CFFO�SFQPSUFE�XJUI�JOBQQSPQSJBUF�VTF�PG�
UPQJDBM�DPSUJDPTUFSPJET�JO�JOGBOUT�BOE�DIJMESFO��<see Warnings and Precautions (5.1)]  
)1"�BYJT�TVQQSFTTJPO�$VTIJOH�T�TZOESPNF�MJOFBS�HSPXUI�SFUBSEBUJPO�EFMBZFE�XFJHIU�HBJO�BOE�JOUSBDSBOJBM�
IZQFSUFOTJPO�IBWF�CFFO�SFQPSUFE�JO�DIJMESFO�SFDFJWJOH�UPQJDBM�DPSUJDPTUFSPJET��.BOJGFTUBUJPOT�PG�BESFOBM�
TVQQSFTTJPO�JO�DIJMESFO�JODMVEF�MPX�QMBTNB�DPSUJTPM�MFWFMT�BOE�BCTFODF�PG�SFTQPOTF�UP�"$5)�TUJNVMBUJPO��
.BOJGFTUBUJPOT�PG�JOUSBDSBOJBM�IZQFSUFOTJPO�JODMVEF�CVMHJOH�GPOUBOFMMFT�IFBEBDIFT�BOE�CJMBUFSBM�QBQJMMFEFNB��
<see Warnings and Precautions (5.1)] 

8.5 Geriatric Use
Clinical studies of Topicort®�5PQJDBM�4QSBZ�EJE�OPU�JODMVEF�TVóDJFOU�OVNCFST�PG�TVCKFDUT�BHFE����ZFBST�BOE�PWFS�
UP�EFUFSNJOF�XIFUIFS�UIFZ�SFTQPOE�EJòFSFOUMZ�GSPN�ZPVOHFS�TVCKFDUT��0UIFS�SFQPSUFE�DMJOJDBM�FYQFSJFODF�IBT�
OPU�JEFOUJöFE�EJòFSFODFT�JO�SFTQPOTFT�CFUXFFO�UIF�FMEFSMZ�BOE�ZPVOHFS�QBUJFOUT��*O�HFOFSBM�EPTF�TFMFDUJPO�GPS�
BO�FMEFSMZ�QBUJFOU�TIPVME�CF�DBVUJPVT�VTVBMMZ�TUBSUJOH�BU�UIF�MPX�FOE�PG�UIF�EPTJOH�SBOHF�SFøFDUJOH�UIF�HSFBUFS�
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease or other drug therapy.

10  OVERDOSAGE
Topicort®�5PQJDBM�4QSBZ�DBO�CF�BCTPSCFE�JO�TVóDJFOU�BNPVOUT�UP�QSPEVDF�TZTUFNJD�FòFDUT��<see Warnings and 
Precautions (5.1)]

17  PATIENT COUNSELING INFORMATION
4FF�'%"�BQQSPWFE�QBUJFOU�MBCFMJOH�	1BUJFOU�*OGPSNBUJPO�BOE�*OTUSVDUJPOT�GPS�6TF


*OGPSN�QBUJFOUT�PG�UIF�GPMMPXJOH�
t� 6TF�UIJT�NFEJDBUJPO�BT�EJSFDUFE�CZ�UIF�QIZTJDJBO��
t� 5PQJDPSU®�5PQJDBM�4QSBZ�JT�GPS�FYUFSOBM�VTF�POMZ��"WPJE�VTF�PO�UIF�GBDF�BYJMMB�PS�HSPJO�
t� %P�OPU�VTF�UIJT�NFEJDBUJPO�GPS�BOZ�EJTPSEFS�PUIFS�UIBO�UIBU�GPS�XIJDI�JU�XBT�QSFTDSJCFE�
t� %P�OPU�CBOEBHF�PS�PUIFSXJTF�DPWFS�PS�XSBQ�UIF�USFBUFE�TLJO�TP�BT�UP�CF�PDDMVTJWF�
t� 3FQPSU�BOZ�TJHOT�PG�MPDBM�PS�TZTUFNJD�BEWFSTF�SFBDUJPOT�UP�UIF�QIZTJDJBO�
t� �%P�OPU�VTF�PUIFS�DPSUJDPTUFSPJE�DPOUBJOJOH�QSPEVDUT�XJUI�5PQJDPSU®�5PQJDBM�4QSBZ�XJUIPVU�öSTU�DPOTVMUJOH�XJUI�

the physician.
t� �%JTDPOUJOVF�UIFSBQZ�XIFO�DPOUSPM�JT�BDIJFWFE��*G�OP�JNQSPWFNFOU�JT�TFFO�XJUIJO���XFFLT�DPOUBDU� 

the physician.
t� 5IJT�NFEJDBUJPO�JT�øBNNBCMF��BWPJE�IFBU�øBNF�PS�TNPLJOH�XIFO�BQQMZJOH�UIJT�QSPEVDU�
t� %JTDBSE�UIJT�QSPEVDU����EBZT�BGUFS�EJTQFOTFE�CZ�QIBSNBDJTU�

.GE��CZ��5BSP�1IBSNBDFVUJDBMT�*OD��#SBNQUPO�0OUBSJP�$BOBEB�-�5��$�
%JTU��CZ��5BSP1IBSNB®�B�EJWJTJPO�PG�5BSP�1IBSNBDFVUJDBMT�6�4�"��*OD��)BXUIPSOF�/:������
3FWJTFE��"QSJM�����

AD100-0030
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Healthcare is a decade away from a na-
tional, interoperable health information 
technology platform. And while infrastruc-
ture expansion and improvements will 
advance at a blistering pace over the next 
three years, more work is clearly needed, 
says Karen B. DeSalvo, M.D., M.P.H., M.Sc., 
the national coordinator for Health Infor-
mation Technology of the Department of 
Health and Human Services (HHS).

In fact, despite dismal numbers of 
physicians and institutions attesting 
to the government’s meaningful use 
stage 2 of the electronic health re-
cord (EHR) incentive program so far 
in 2014, Dr. DeSalvo says the slow start 
isn’t indicative of a stalled program, 
rather one that is in a fluid state of de-
velopment and policymaking.

In doling out more than $24.6 billion 
in EHR incentives from 2011 to June 
2014 to about 408,000 healthcare pro-
viders, the government is in this for the 
long haul.

The payoff, Dr. DeSalvo says, will 
be an interconnected, digital health-
care platform built to share and learn 
to improve healthcare delivery and, ul-
timately, better protect public health. 
An interoperable technological infra-
structure will cut duplication of testing, 
streamline the gathering and dissemi-
nation of medical information all con-
tributing to the inefficiencies of a U.S. 
healthcare system fragmented by size 
and specialty.

“It is very important for our coun-
try to digitize one-fifth of this econ-
omy,” Dr. DeSalvo says, “and have a 
much better way to address the (needs 

of the) population and public health at 
the same time.”

THE VISION

The government’s push to digitize health 
records is about public health. Digital 
medical records will help in gathering 
data for comparative effectiveness re-
search; they will help public health offi-
cials better respond to outbreaks or other 
health emergencies, and they will give 
physicians analytical and clinical tools 
to better assess their patient populations 
to prevent disease, intervene before a 
major health event, or prevent unnec-
essary hospitalizations.

And its success and failure relies on 
IT systems that have the ability to se-
curely exchange healthcare data. That’s 
why the concept of interoperability is so 
crucial and so heavily tied to the govern-
ment’s meaningful use 2 EHR incentive 
program and meaningful use 3.

Ultimately, ONC says, a fully func-
tioning interoperable healthcare sys-

While physicians often originate a medical re-
cord, the resulting data are not theirs alone. 
The traditional concept of ownership is unrav-
eling as patient data takes up residence in the 
cloud. Experts now counsel physicians to con-
sider themselves “stewards”, not owners, of 
the data. This grey area has serious conse-
quences for physicians, particularly concern-
ing their relationship with their EHR vendors, the 
third party that has most access — and control 
— over patient data. The key: protect your prac-
tice with a contract that clearly spells outs how 
and when an EHR vendor can use patient data.
READ MORE: BIT.LY/EHRDATA

INTEROPERABILITY see page 58

ONC’s plan to solve the 
EHR interoperability puzzle
DANIEL R. VERDON  | 
STAFF CONTRIBUTOR

Meaningful use audits 
are a reality and they are 
increasing. Without the 
security risk assessment, 
a provider could owe a 
full year of incentive 
payments, as well as 
heavy HIPAA f nes.”

Art Gross
President and CEO, Entegration

On attesting for meaningful use
See story, page 62

A digital healthcare platform will 
help better address the needs of 
the population and public health, 
says Karen B. DeSalvo, M.D., M.P.H., 
M.Sc., the national coordinator 
for Health Information Technology 
of the Department of Health and 
Human Services.

QUICK READ

60

62MEANINGFUL USE

Now is the time to plan risk assessment, 
address potential exposure issues

HEALTHCARE FINANCE

How high deductibles 
impact patients, practices

QuotableDTExtra
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tem would make “the right data avail-
able to the right people, at the right time 
across products and organizations in a 
way that can be relied upon and mean-
ingfully used by recipients,” ONC states 
in a white paper detailing “A 10-Year Vi-
sion to Achieve an Interoperable Health 
IT infrastructure.” So, what is interop-
erability? The Healthcare Informa-
tion and Management Systems Society 
(HIMSS) describes it this way:

“In healthcare, interoperability is 
the ability of different information 
technology systems and software ap-
plications to communicate, exchange 
data, and use the information that 
has been exchanged.” Data could be 
shared by clinicians, labs, hospitals, 
pharmacies and patients regardless 
of the application or vendor.

“Interoperability means the ability 
of health information systems to work 
together within and across organiza-
tional boundaries in order to advance 
the health status of, and the effective 
delivery of healthcare for, individuals 
and communities.”

In practice, an interoperable system 
would allow physicians to easily trans-
fer or view patient health information 
from other physicians or healthcare 
organizations involved in the care of 
their patients, receive hospital notifi-
cations regarding their patients, or re-
view recommendations from a nurse 

practitioner in a retail clinic if treat-
ment was initiated, and much more.

“Health is more than getting people 
to a doctor,” Dr. DeSalvo says. “It’s about 
where they live, learn, work and play. 
It’s about the choices our patients make 
when they leave our offices.” Technology 
has the ability, for the first time, to free 
providers from the confines of the exam-
ination room and help guide health de-
cisions in ways physicians would think 
unimaginable just a decade ago.

Remote monitoring and telehealth are 
just two examples that offer promising 
and novel approaches to care delivery, 
Dr. DeSalvo says, and it’s the technologi-
cal innovation that will make it a reality.

British writer Arthur C. Clarke was 
credited with three laws of predic-
tion. In this case, the third law ap-
plies, Dr. DeSalvo says: Any suffi-
ciently advanced technology is in-
distinguishable from magic.

THE REALITY

In 2014, HIT hasn’t been able to wave 
its wand to make interoperability ap-
pear for most office-based practices.

While there have been successes 
related to tasks like e-prescribing, de-
velopment of healthcare information 
exchanges, and adoption and use by 
larger healthcare systems, Dr. DeSalvo 
says, office-based practices are feeling 
the growing pains associated with time 

to input data, work flows, costs, patient 
engagement, or simply do not yet see 
the benefits to patient care.

Many primary care physicians are 
frustrated, according to recent Medi-

cal Economics surveys about the current 
state of EHR technology. Physicians are 
pressed for time and money, and this 
new technology seems to be placing 
even more demands on both.

While health information technology 
is in its adolescence, Dr. DeSalvo says, 
the advancement of cell phone technol-
ogy offers a glimpse of the future.

In the early days, cell phones were 
cumbersome, the batteries died far too 
quickly, and coverage was limited in 
most cases, Dr. DeSalvo says. The intro-
duction and adoption of smart phones 
not only happened quickly, it was trans-
formative, and represents the kind of 
magic technology can deliver.

“My expectation and hope for the e-
health environment is that we let inno-
vation happen in such a way that we are 
making the care experience as magical 
as it should be, so the joy of medicine 
comes out and electronic health records 
are part of a larger portfolio of support 
for electronic health information, (and 
so) that doctors and other providers re-
ally focus on patients and health as op-
posed to technology,” she says.

“My goal is that we set a path together 
and a road map so that everyone can be 
brought along,” she says. “At the end of 
10 years, this country will have built an 
interconnected data and communica-
tions system. In the next three years, we 
have to get the basic infrastructure, the 
fundamentals in place.

According to Dr. DeSalvo, while 
that work is happening, technologi-
cal advances are posing many other 
questions related to portability, con-
tracting, care coordination, physi-
cian payments, and patient-gener-
ated health data. Ultimately, “tech-
nology is pushing us to consider that 
this is also coming faster than we 
thought.”

Technology’s great evolution will 
be used to help build tools to enhance 
the relationship between patients 
and physicians, to improve access to 
care and their knowledge about care 
decisions, Dr. DeSalvo says.

But it will take time. DT

INTEROPERABILITY:

Digital healthcare platform will improve eff ciency of healthcare system  from page 57

“In healthcare, interoperability is the ability of different information technology systems 

and software applications to communicate, exchange data and use the information that 

has been exchanged.” – HIMSS

3 Types of Interoperability

1
Foundational interoperability 
Allows data exchange, but not interpretation from the 

receiving party

2
Structural data 
Def nes the format of data exchange and ensures that data 

exchanges between systems can be interpreted at the data 

f eld level

3
Semantic interoperability 
Provides interoperability at the highest level, which is the ability 

of two or more systems or elements to exchange information and 

to use the information that has been exchanged

Source: HIMSS

The three types of interoperability include:
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There has been a major shift in the 
financial aspect of patient care and 
it’s affecting patients and those who 
provide their care in major ways. Per-
haps you’ve noticed certain patients 
not coming in as often or a rising ac-
counts receivable (A/R) that’s increas-
ing in age and amount. The shift by 
third-party payers and government 
entities to have patients shoulder more 
of the cost of healthcare is creating a 
huge need for hospitals, clinics and 
private practices to change how they 
communicate about and collect pa-
tient payments.

As healthcare costs continue to rise, 
frustrations are rising for both patients 
and practices. To fully understand and 
address this challenge, it’s important 
to put it all in perspective by under-
standing where we’ve come from and 
how we got where we are now.

Between 2003 and 2013, healthcare 
premiums in the United States rose 80 
percent from an average of $9,068 for 
a single worker up to $16,351.1 The in-
crease in premiums translated to an 
increase to the employee’s contribu-
tion toward their insurance of 89 per-
cent — from an average of $2,412 per 
single worker in 2003 up to $4,565 in 
2013 — as employers began shifting 
more of the cost of healthcare cover-
age to workers.

This means that before a patient has 
even seen a single doctor for a new year, 
their healthcare is now already costing 
them nearly double what it used to cost 
them only 10 years ago. These numbers 
are expected to rise with healthcare re-
form and the shared costs of covering 
the previously uninsured.

ONUS ON PATIENTS

On top of premiums nearly doubling 
for many of our patients, more em-
ployers are choosing to shift offerings 
to high deductible plans to keep their 
premiums more affordable. Payers are 
also pushing for these shifts in hopes 

that putting the onus on patients for a 
larger portion of their visits discour-
ages frivolous use of healthcare cov-
erage and will reduce costs.

One statistic that illustrates this 
particularly well is that in 2006 only 
16 percent of small firms (companies 
with three to 199 workers) had their 
employees enrolled in high-deducti-
ble plans requiring employees to pay 
the first $1,000 or higher of their care, 
on top of premium charges.2 That 
number increased consistently over 
the next six years and by 2012 about 
50 percent of small firms had their 
workers on these types of plans. It is 
expected that in 2013 and 2014 this 
number will increase significantly 
again.

What does this all mean to you and 
your patients? It means patients are 
f inding themselves responsible to 
pay their entire bill until they’ve met 
their deductibles. Practices and pa-
tients are not accustomed to this radi-
cal change after many years of paying 
or collecting nominal co-pays of $10 
to $25 per visit or billing the 20 per-
cent due after the payer paid their 80 
percent. This affects your A/R radi-
cally because traditionally, practices 
have written off an average of nearly 
half of patient portion when it goes 
unpaid and practices determine it’s 
too costly to chase after it.

SELF-PAY INCREASES

The percentage of practice revenue that 
should come from patients has grown 
dramatically. In 2007, patients’ self-
pay was just an average of 12 percent 
of practice revenue but by 2012 that 
number had nearly tripled to 30 per-
cent.3 This could double as the Afford-
able Care Act contributes to an increase 
in high deductible plans. This means 
your practice can no longer afford to 
look the other way when it comes to 
patient portion. Historically, 50 per-
cent of patient responsibility goes un-
collected.4 In the past, writing off half 
of patient portion might not have been 
detrimental, but today failing to col-
lect from patients can mean a loss of 
15 percent or more of revenue, weigh-
ing down A/R and increasing costs to 
collect as time goes on.

Not only are practice employees 
and patients unaccustomed to these 
changes, practices are often ill-pre-
pared to communicate with patients 
and collect from patients in ways that 
increase their time of service payments 
and give patients realistic  expectations.

Your practice works hard to pro-
vide patient care day in and day out 
— you deserve to be paid! Over the 
next three months, this series of ar-
ticles will address ways to boost time 
of service collections in the new high 
deductible landscape. By equipping 
your practice you can boost revenue, 
improve patient relations and protect 
your practice. DT
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How high deductibles 
impact patients, practices
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Patients are 
finding themselves 
responsible to pay 
their entire bill 
until theyÕve met 
their deductibles.
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The Centers for Medicare and Med-
icaid Services (CMS) pulls no punches 
when it warns healthcare providers that 
meaningful use audits are happening, 
at random, and consequences for failing 
the audit are costly. If a provider cannot 
produce documentation that fully sup-
ports its electronic health record (EHR) 
attestation, the CMS could recoup incen-
tive payments.

Medical practices can be audited ei-
ther pre- or post-incentive payments. It 
is estimated that meaningful use audits 
could be as high as 20 percent of all eligi-
ble providers. Any organization that fails 
an audit may have to return a full year of 
incentive money.

While providers must achieve more 
than a dozen core objectives and meas-
ures related to health outcomes, pa-
tient safety, clinical procedures, etc., as 
tracked by their EHR, a HIPAA (Health 
Insurance Portability and Accountabil-
ity Act) security risk assessment is the 
one objective that falls outside EHR re-
porting, yet is fundamental to meaning-
ful use attestation. The HIPAA risk as-
sessment helps identify risks to patient 
information exposure, and is required 
for Stages 1 and 2.

Unfortunately it’s not uncommon for 
practices to hastily click the HIPAA risk 
assessment checkboxes and move on to 
the other core objectives. They check 
the boxes on the form without fully ap-
preciating the fact that their tablets and 
laptops containing patient information 
can easily be left behind on a vacation 
or stolen at Starbucks. In fact, more than 
60 percent of HIPAA violations are the 
result of lost or stolen devices; at U.S. 
airports alone, 12,000 laptops are stolen 
each week.

AUDIT EXAMPLES

Case in point: Two small practices that 
contacted us had to return a full year of 
incentive payments because they failed 

the meaningful use audit for omitting the 
security risk assessment. Two other medi-
cal practices contacted our company be-
cause CMS notified them of a meaning-
ful use audit and asked for documenta-
tion to support their attestation — spe-
cifically their security risk assessment for 
the previous year. Neither practice had 
completed the risk assessment.

In addition to not receiving incentive 
funds or having to pay them back to CMS, 
HIPAA fines levied against medical prac-
tices for a breach can reach $1.5 million, 
not to mention potential civil suits and a 
damaging front-page news story.

For medical practices that plan to 
attest for the fourth quarter 2014 the 
deadline for reporting is Dec. 31. Now 
is the time to plan a risk assessment 
and address potential exposure is-
sues. Keep in mind that the required 
risk assessment has to be performed 
before, or during but not after the re-
porting period has ended.

Here are some examples of risk as-
sessment tasks and what it takes to pass 
a meaningful use audit:

Inventory patient information — 
Conduct an inventory of where patient 
information is stored, accessed or trans-
mitted. Most people think of EHRs as 
their only source of patient records, but 
patient information can be in a Micro-
soft Word document in the form of pa-

tient letters, or Excel spreadsheets as 
billing reports, or scanned images of in-
surance explanation of benefits (EOB). 
These documents could be on desktops 
or laptops. Patient information could 
also reside in emails or text messages 
on smartphones or tablets.

Assess current security measures

— A security risk assessment looks at 
how patient information is currently 
protected. How often does the practice 
perform data backups? Is there a termi-
nation procedure? Do employees have 
the minimum level of access to patient 
information? Are all portable devices 
secured and protected?

Evaluate common threats to patient 

information — Physical risks such as 
the likelihood of a threat and the impact 
of the threat if it occurs must also be as-
sessed. In addition to employees pilfer-
ing patient records, how are practices 
protecting information from threats, in-
cluding fire or flood, lost or stolen lap-
tops containing patient information, 
and sending emails to the wrong pa-
tient — to name just a few. If the prac-
tice has unprotected patient informa-
tion stored on laptops and physicians 
frequently take them out of the office 
and that laptop is lost or stolen, it may 
result in a large HIPAA fine — high risk 
with a high impact.

Recommend additional security — 
A security risk assessment will iden-
tify additional security measures to 
prevent the likelihood of a threat and 
its impact. For example, limit who can 
take laptops out of the office, or ensure 
that the data on laptops is properly pro-
tected and that they’re safely locked in 
a secured cabinet.

Meaningful use audits are a reality 
and they are increasing. Without the se-
curity risk assessment a provider could 
owe a full year of incentive payments, 
as well as heavy HIPAA fines. Don’t be 
blindsided by a surprise audit! DT

ThereÕs a blind spot in every 
meaningful use attestation

Limit who can take 
laptops out of the 
office, or ensure 
that the data on 
laptops is properly 
protected.
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One of the biggest challenges facing a 
medical practice is procuring and de-
veloping exceptional staff members. A 
low turnover rate is usually a good sign 
and indicative of a happy, healthy, dy-
namic workplace. Excellent staff antici-
pates your needs, improves your clinic 
efficiency, supports your efforts, and 
makes the workday enjoyable. So how do 
you attract great employees, and more 
importantly, what keeps staff eager and 
motivated to stay?

When seeking out new staff, post-
ing local ads is often the most cost ef-
fective and targeted means of seeking 
out local talent. When composing an 
ad, ensure the posting is accurate but 
enticing. Why does someone want to 
join your practice? What unique quali-
ties does your practice offer? What spe-
cial skill sets or prerequisite require-
ments are sought? The more clear you 
are with the job description, the more 
likely suitable candidates will respond 
to your position listing.

CANDIDATE SCREENING TOOLS

Screening tools are another means of 
ensuring an individual is a good fit with 
your practice. As a part of the job appli-
cation process, I request that applicants 
respond to several questions posted in 
the ad. This tests a candidate’s ability to 

pay attention to detail and to respond 
as directed. Their answers are telling. 
Grammar, syntax, comprehension, cre-
ativity and personal voice are commu-
nicated in their responses.

Some practices, where state laws 
allow, also conduct full background 
checks and even personality assess-
ments. The former can be surprising 
and worthwhile investigative tools. 
Personality tests, if permissible, can 
provide insight into work dynamics. 
For example, inventories may reveal 
whether an individual is well suited 
for particular daily responsibilities or 
how their personality will blend with 
already established staff.

Each physician must determine what 
is the best means of interviewing can-
didates for job positions. In my experi-
ence, a multi-tiered interview process 
has vetted the most suitable, long-term 
staff members. Similar to a 360-degree 
employment review where an employee 
is evaluated by his/her managers, peers, 
and subordinates, I involve multiple 
team members in evaluating job can-
didates. The departmental manager is 
responsible for evaluating initial appli-
cants and conducing a phone and in-
person interview.

In the next round, job candidates 
must be willing to spend time in the 
office with staff members that will be 
their peers, observing daily activities 
in the office. Finally, a candidate suc-
cessfully passing the first two stages of 
interviewing meets with me, the physi-
cian. Although this may seem exhaus-
tive, this relatively small amount of en-
ergy initially can pay off tremendously 
if a well-chosen new staff member is 
the ultimate result.

CONDUCT ‘PRACTICAL’ INTERVIEWS

I cannot emphasize enough the im-
portance of a “practical” interview in 
which job candidates spend time in 
your practice. Oftentimes, individuals 

Attract outstanding 
staf  to your practice

Melanie D. Palm, M.D.,

is director of Art of Skin MD 

in Solana Beach, California

Knowing that 
a potential staff 
member works 
well with the team 
and maintains 
and enriches that 
homeostasis is 
critical to success.

let their guard down and will reveal 
enlightening or dismaying informa-
tion to your staff. A harmonious work 
culture is important at my practice — 
knowing that a potential staff member 
works well with the team and main-
tains and enriches that homeostasis 
is critical to success.

Additionally, training and bringing on 
a new staff member is expensive. Wast-
ing valuable human resources and fi-
nancial resources training a team mem-
ber that leaves shortly into employment 
is a poor return on investment.

A final note on the selection proc-
ess: Delineate clear job duties for can-
didates that are derived from your 
employment manual’s job descrip-
tion. This provides an accurate pic-
ture of daily duties and expectations 
for interviewees. Also, consider apti-
tude, personal drive and a positive atti-
tude strongly when making final selec-
tions. A motivated candidate that fits 
well into your practice can be taught a 
skill set over time. Passive-aggressive, 
ambivalent, or adversarial personal-
ity traits are strongly ingrained, can-
not be untaught, and are cancerous to 
a healthy practice.

The next time you f ind yourself 
in hiring mode, take a few moments 
to evaluate the process and plan for 
the next successful addition to your 
practice. In next month’s article, I will 
build upon the search for new staff 
and focus on how to train and retain 
your valuable staff. Until then, happy 
hunting! DT

Delineate clear 
job duties for 
candidates that 
are derived from 
your employment 
manual’s job 
description.
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An orchestra is a large instrumen-
tal ensemble that contains sections of 
string, brass, woodwind and percussion 
instruments. Other instruments such as 
the piano and celesta may sometimes 
be grouped into a fifth section — such 
as a keyboard section — or may stand 
alone, as may the concert harp and elec-
tric and electronic instruments.

You don’t have to be a connoisseur 
of the arts to appreciate something 
beautiful. It’s a feeling you get when 
you know what you are hearing or see-
ing is exactly as it should be. In an or-
chestral setting, this means each per-
former is acting in perfect harmony 
with the other members in accord-
ance with the piece under the watch-
ful eyes and ears of the conductor.

Conversely, we all have felt the awk-
wardness that accompanies the rec-
ognition that what we are seeing just 
isn’t quite right. It may be a subtle im-
perfection or something more obvi-
ous. Either way, once we recognize it, 
we want it to end.

Consider this: Have you ever heard 
someone say, “That band was great. 
The singer was terrible, but I enjoyed 
the music despite him/her.” No one 

ever says that — and why? Because 
you can’t have a great band or a great 
orchestra unless everything and every-
one is equally as great as the collective 
group and they work together in unison.

The same holds true for a success-
ful digital marketing strategy. A web-
site that operates in a vacuum is not the 
same thing as conducting a complete 
integrated digital marketing strategy.

SITE CONSIDERATIONS

Virtually everyone uses the Internet all 
the time. We pride ourselves on teach-
ing our children to be digitally savvy 
before they can walk. This means that 
the average Internet consumer/social 
patient has developed well-trained eyes 
and ears, and they know when they are 
viewing a perfectly synchronized dig-
ital orchestra. Not only do they know it, 
they appreciate and respect it.

As you begin to formulate your strat-
egy, try to return to a time and place 
where you experienced a perform-
ance that was done just right, the way 
you envisioned it in your mind before
it happened. What does that feel like? 
That feeling is exactly what you need to 
create for the social patient. An experi-
ence that is in perfect alignment with 
the way they envisioned it should be, 
before they saw it. 

Essential elements of a well-designed 
digital orchestra for the modern medi-
cal practice, include:
➧  A well-designed mobile responsive 

virtual medical office with the abil-
ity to format to any mobile device, 
tablet, laptop or desktop;

➧  A consistent and sustainable content 
strategy to attract, engage and invite 
social patients to return often;

➧  Automated marketing systems to de-
liver thousands of high quality mo-
bile responsive messages at the push 
of a button;

➧  Professional and down-to-earth 
video content to educate new and 

All parts of digital marketing 
strategy must work in harmony

Tim Sawyer

is president and co-founder of 

Crystal Clear Digital Marketing

existing patients on all treatments 
and procedures;

➧  A consistent, creative and sustainable
social media strategy to increase con-
nectivity with digital socially active 
patients;

➧  Software to track and analyze every
aspect of your digital orchestra

➧  A commitment to manage what you 
can now measure.

Given that 85 percent of consumers 
start their search for a product or serv-
ice online, a well-designed digital pres-
ence speaks volumes about the practice 
and the practitioner. It says you under-
stand them as medical/cosmetic/aes-
thetic consumers. You clearly appreci-
ate them, and you are willing to invest 
time, energy and effort into helping them 
obtain the information they need in the 
way want to receive it in a format that is 
not only informative but also aestheti-
cally pleasing. It is a true digital concert.

And they love that.
As all of the parts of your social sym-

phony come together, create an online 
experience that is in sync with the pa-
tient’s expectations. This will make 
them want to go even further in the 
process — a conversion — in addition 
to a willingness to return when the 
need arises (connectivity). DT

The average 
social patient has 
developed well-
trained eyes and 
ears, and they 
know when they are 
viewing a perfectly 
synchronized 
digital orchestra.

Having a website 
operating in a 
vacuum is not 
the same thing 
as conducting a 
complete integrated 
digital marketing 
strategy.
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TABLET OFFERS RELIEF 
FROM HERPES LABIALIS

INNOCUTIS has launched its 
newest product, Sitavig (acyclovir) 
50 mg buccal tablets. Sitavig 
uses Lauriad technology, which 
consists of a tablet that sticks to the 
gum, above the canine tooth on 
the side of the lip that is infected 
with a cold sore, according to the 
company. This white- to slightly-
yellow tablet is tasteless and 
odorless. It dissolves to provide a 
sustained release of medicine.

INNOCUTIS

www . i n n o c u t i s . c o m

Acne-fighting collection 
aims to clear problem skin
CONTROL CORRECTIVE Skincare Systems offers its Control Acne collec-

tion, which includes a Medicated Pumice Wash; Exfo Tonic; Acne Treatment 

Cream; Clear Med 5 percent; Clear Med 10 percent; O2 Med; Sulfur Calming 

Mask; Acne Spot Treatment; Essential Acne Care Kit; and Blemish Control 

Starter Kit. The product line works to unclog pores, heal blemishes, soothe 

inflammation, banish bacteria and fade post-acne hyperpigmentation, 

according to the company. Together, the products work to treat acne and help 

to prevent future breakouts.

CONTROL CORRECTIVE 

www . c o n t r o l c o r r e c t i v e . c o m

GLYTONE BY DUCRAY Shampoo is 
a trio of calming dermo-cosmetic 
shampoos that target different 
degrees of scaling conditions while 
protecting the scalp and hair. All 
shampoos are formulated without 
coal tar to ensure safety and 
better tolerance, according to the 
company.

The shampoo line includes 
Kelual DS Shampoo, a soothing 

TRIO HAIR CARE SOLUTIONS TARGETS 
MILD-TO-SEVERE SCALY SCALP CONDITIONS

formula for severe scaly scalp that 
contains a proprietary blend of 
ciclopirox olamine and zinc pyri-
thione to remove scale buildup 
and calm itching; Kertyol P.S.O 
Shampoo, a calming formula for 
scaly scalp, containing micron-
ized sulphur to break up bonds 
between dead skin cells; and 
Elution Shampoo, a gentle formula 
for fragile scalps. It contains zinc 
gluconate and vitamin B5 hydrates 
to help keep fungi and bacteria in 
check.

All three formulas are meant to 
be massaged into the scalp to help 
stimulate microcirculation, and 
are then left on the scalp for a few 
minutes before rinsing.

GLYTONE

www.glytone-usa.com

CLEANSER WITH PAPAIN 
ENZYMES HELPS 
NOURISH SKIN
REVISION 
SKINCARE has 
released its new 
Papaya Enzyme 
Cleanser, a wash 
that is formulated 
with papayas to 
nourish the skin 
with vitamins 
and minerals. It 
contains papain 
enzymes that 
help to remove 
dead skin cells, 
and salicylic 
acid as a second 
exfoliator. 
The product 
also contains 
antioxidants and 
Bixa orellana 
seed extract  — known as the "lipstick 
tree" — works to brighten and soothe 
skin, according to the company.

REVISION SKINCARE

www . r e v i s i o n s k i n c a r e . c o m
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FDA clears laser device 
for treatment of fine 
lines, wrinkles
PICOSURE by Cynosure has been cleared by the Food and Drug 

Administration for the treatment of fine lines and wrinkles. The 

device is also approved to treat tattoos, benign pigmented lesions and 

acne, according to the company.

CYNOSURE

www . c y n o s u r e . c o m

GEL ADDRESSES 
SYMPTOMS OF ECZEMA
PHYTO-C has 
released its Superheal 
TM O-Live Gel. The 
gel is formulated with 
olive leaf extract from 
leaves of the olive 
tree species, vitamin 
B5 and amino 
acids. It contains 
anti-inflammatory, 
antioxidant and anti-
fungal properties, 
helping to reduce fine 
lines and wrinkles, 
promote wound-
healing, and helps to 
reinforce natural skin 
hydration by binding 
moisture into the 
skin layers. Olive leaf 
extract helps to sooth and calm itchy 
skin, according to the company.

COSMECEUTICALS 

www . m y p h y t o - c . u s

BLUR CREAM TACKLES 
HAIR IMPERFECTIONS

WHITE SANDS 
Hair Care’s 
The Cure is 
formulated 
with cellular 
bridging, which 
stimulates hair 
cell renewal 
with micro-gels 
that fill cuticle 
cracks, leaving 
strands smooth 
and repaired 
for up to seven 
days, the 
company states.

The renewal 
cream is 
designed to 
serve as a 
"second skin" 
to moisturize 
internally while repelling humidity, 
restoring internal moisture and 
making tresses stronger.

WHITE SANDS

www .w h i t e s a n d s p r o d u c t s . c o m

TSA-FRIENDLY HYDRATION 
KIT IDEAL FOR TRAVEL
EAU THERMALE AVÈNE introduced its 
travel friendly Revitalizing Hydration 
Kit. All products contained in the kit 
are hypoallergenic, noncomedogenic 
and paraben-free. The products include 
Thermal Spring Water to ensure the 
highest standards of safety and purity, 
the company states. The kit provides the 
skin with nourishing hydration while 
soothing and softening it.

EAU THERMALE AVÈNE 

www . a v e n e u s a . c o m
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Nail fungal disorders are one of the most common problems seen by 

dermatologists. Although treatments have been available for  decades, 

the best we seem to achieve is about a 50 percent cure rate. Are there 

options now or in the near future that may improve these  statistics? 

Boni E. Elewski, M.D., professor of dermatology at the University of 

 Alabama at Birmingham, sheds light on this subject in an interview with 

Dermatology Times Editorial Adviser Norman Levine, M.D.

hole in their immune system that in-
creases their risk for infection. How-
ever, there are other mechanisms to 
develop disease.

Onychomycosis is an infection. If you 
put someone in the right environment, 
like a soldier who marches around in 
combat boots or those that a share a 
locker facility, they frequently develop 
tinea pedis and then onychomycosis. 
Swimming pools are a particularly risky 
location for finding infectious fungal 

particles that may cause tinea pedis.

Patients may have different degrees 
of involvement depending on their im-
mune systems. Interestingly, we found 
that chronic T. rubrum infection may 
lead to Trichophyton anergy and recal-
citrant disease, but aggressive therapy 
with oral terbinafine reversed this re-
sponse and lead to clearing. Atopics 
are particularly at risk for infection[ii].

We found that those who were aner-
gic generally had more severe disease 
for longer time periods, and those who 
reacted had milder, less severe disease.

We treated all patients for 90 days 
with terbinafine, per label. Those that 
were reactive at the beginning of the 
study had a higher cure rate. Almost 
all of those patients who were anergic 

DR. LEVINE: What’s your sense of who needs treat-

ment and who does not need treatment for ony-

chomycosis?

A 
Dr. Elewski: That’s a hard question 
to answer because anyone who 

wants treatment deserves treatment if 
they indeed have onychomycosis. But 
when is it really medically necessary? 
We know that diabetics have a higher 
risk of getting onychomycosis. Ony-
chomycosis could be the beginning 
of complications with a diabetic foot 
and could lead to cellulitis and other 
significant conditions. Additionally, 
fingernail involvement would be con-
cerning and would increase the 
need for therapy.

Keep in mind, however, 
that if you have fingernail 
disease you most likely 
also have toenail infec-
tion. It’s very rare to have 
dermatophyte onychomy-
cosis of the fingernails with-
out toenails being involved.

Onychomycosis is a progressive in-
fection. If you don’t treat it, it doesn’t 
go away. It continues to spread. Other 
nails and body sites develop and the 
nails continue to thicken and progress 
over time. Thus, anyone who doesn’t 
treat the infection at an early stage will 
eventually have a more severe infec-
tion, which is harder to treat — at least 
with what we have currently available. 
So, to answer your question, most peo-
ple should be treated.

DR. LEVINE: Some years ago Henry Earl Jones, M.D., 

talked about the issue of a selective immune re-

sponse associated with those who get dermatophyte 

infections[i]. What’s the nature of that?

A 
Dr. Elewski: People who have ony-
chomycosis caused by Trichophy-

ton rubrum (T. rubrum) may have a 

at the beginning of the study, but con-
verted their immune system so they re-
acted to Trichophyton by the end of the 
study, went on to be cured. Those peo-
ple that were anergic at the beginning 
of the study and never reacted were the 
ones that failed treatment. So we pos-
tulated that aggressive therapy may be 
indicated in these patients.

DR. LEVINE: There is now a new generation of topi-

cal therapies. What’s the newest on these in terms 

of their efficacy in a nail fungus infection?

A 
Dr. Elewski: Well there are two topi-
cal drugs: Efinaconazole 10 percent 

solution (Jublia, Valeant Pharmaceuti-
cals) and that is available by prescrip-
tion and topically applied on, around 
and under the nail. It was tested in 
mild-to-moderate onychomycosis. 
So these patients weren’t as severe as 
those treated 20 years ago with oral ter-
binafine and itraconazole (Sporanox, 
Janssen Pharmaceuticals). I am very 
impressed with the results of efinaco-
nazole solution. About 1,236 subjects 
were treated with drug resulting in 205 
complete cures. However, mycologic 
cure is very important and the myco-
logic cure rate was about 55 percent, 
which I think indicates the cure rate 
we will see in our practices. Best results 
will be in patients with relatively mild 
infection, such as nails less than 3 mm 
thick and involve less than 75 percent 
of the nail surface.

The second topical, tavaborole 
(Kerydin, Anacor Pharmaceuticals), 
was tested in a similar fashion. There 
were 795 patients on active drug and 62 
were totally cured, but the mycologic 
cure rate was about 35 percent. Again, I 
feel that this will be an indicator of the 
likely response in our practices.

Best practices for managing 
nail fungal disorders

TAKEAWAY see page 80

Listen to the discussion: 

bit.ly/onychomycosisaudio

NORMAN LEVINE, M.D.

ÒOnychomycosis 
is a progressive 
infection. If you 
don’t treat it, it 

doesn’t go away.Ó
Boni E. Elewski, M.D.
University of Alabama at Birmingham
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Dermatology Times lists meeting 
announcements for the following 

three months in our print issue.

upcoming 
     events

Inflammatory Skin Disease 
Summit: The Translational 
Revolution
www.oeaw.ac.at/isds2014

Nov. 19-21, 2014

Festive Hall of the Austrian Academy 

of Sciences

Vienna

New Frontiers in Cosmetic 
Medicine Symposium
www.cosmeticfrontiers.com

Nov. 22-23, 2014

Hekemian Conference Center Auditorium

Hackensack, N.J.

12th International 
Darmstadt Symposium for 
Dermatologic and Cosmetic 
Surgery
www.live-symposium.de

Dec. 4-7, 2014

Kempinski Hotel Gravenbruch-Frankfurt

Gravenbruch-Frankfurt, Germany

Cosmetic Bootcamp Winter 
Meeting
cosmeticbootcamp.com

Dec. 4-7, 2014

Four Seasons Las Vegas

Las Vegas

ASDS Cosmetic and 
Reconstructive Anatomy 
Course and Cadaver Lab
www.asds.net/CadaverLab

Dec. 6-7, 2014

Hyatt Regency Coral Gables

Coral Gables, Florida

2015 Winter Clinical 
Dermatology Conference — 
Hawaii
www.clinicaldermconf.org
Jan. 16-21, 2015

Hyatt Regency Maui
Kaanapali, Hawaii

Orlando Dermatology 
Aesthetic & Clinical 
Conference
orlandoderm.org
Jan. 16-19, 2015

Hilton Bonnet Creek Orlando
Orlando, Florida

26th Annual Eastern Winter 
Dermatology Conference
www.uvm.edu/medicine/cme
Jan. 16-19, 2015

Topnotch Resort
Stowe, Vermont

Global Academy for Medical 
Education 14th Annual 
Caribbean Dermatology 
Symposium
www.caribederm.org
Jan. 20-24, 2015

Westin Dawn Beach
St. Maarten

Montana Academy of 
Dermatology 42nd Annual 
Winter Meeting
www.billingsclinic.com/cme
Jan. 29-Feb. 1, 2015

Yellowstone Conference Centert
Big Sky, Montana

Dermatology Foundation 
Clinical Symposia — 
Advances in Dermatology
www.dermatologyfoundation.org
Feb. 4-8, 2015

Ritz-Carlton, Naples
Naples, Florida

ADVERTISEMENT

If you bought, or were a third party payor 

ĨŽƌ��ƚŚĞ�ƉƌĞƐĐƌŝƉƟŽŶ�ŵĞĚŝĐĂƟŽŶ��KZzy�

Ăƚ�ĂŶǇ�ƟŵĞ�ďĞƚǁĞĞŶ�^ĞƉƚĞŵďĞƌ�Ϯϭ��ϮϬϬ��

ĂŶĚ�DĂǇ�ϯϬ��ϮϬϭϰ��ǇŽƵƌ�ƌŝŐŚƚƐ�ŵĂǇ�ďĞ�

ĂīĞĐƚĞĚ�ďǇ�Ă�ĐůĂƐƐ�ĂĐƟŽŶ�^ĞƩůĞŵĞŶƚ���

You may be eligible for a payment.

What is the case about?
A class action lawsuit has been settled on behalf of Indirect Purchasers of 
the prescription drug Doryx (delayed-release doxycycline hyclate), based 
on allegations that the Defendants violated federal and state antitrust, 
unfair competition, and/or consumer protection laws in connection 
with the sale of Doryx.  Plaintiffs allege that the Class was damaged by 
Defendants’ conduct because they were forced to pay signifcantly higher 
prices for Doryx.  Defendants deny all of Plaintiffs’ allegations.

tŚŽ�ŝƐ�Ă��ůĂƐƐ�DĞŵďĞƌ�
All persons and entities in the United States who reimbursed for, or 
indirectly purchased, other than for resale, branded Doryx at any time 
during the period September 21, 2008 to May 30, 2014.

tŚĂƚ�ĂƌĞ�ŵǇ�ŽƉƟŽŶƐ�
1. To stay in the Class and share in the distribution of the Settlement 

Fund, you must fle a Proof of Claim no later than 60 calendar 

days from the order fnally approving the Settlement. You will 
be bound by the terms of the Settlement. If you do not fle a Proof 
of Claim, you will not be able to receive any of the recovery in 
connection with this Settlement.

2. You may exclude yourself. If you want to be excluded from the Class, 
you must submit a request for exclusion by December 8, 2014, in 
the manner and form explained in the Notice of Proposed Class 
Action Settlement available at www.doryxindirectsettlement.com.  
You will not receive any recovery and you will not be bound by the 
terms of the Settlement.

tŚĞŶ�ǁŝůů�Ă�:ƵĚŐĞ�ĚĞĐŝĚĞ�ŽŶ�ƚŚĞ�^ĞƩůĞŵĞŶƚ�
A hearing will be held on January 7, 2015 at 10:00 a.m. in Courtroom 
6B in the United States District Court for the Eastern District of 
Pennsylvania, James A. Byrne United States Courthouse, 601 Market 
Street, Philadelphia, PA 19106, to determine: (1)  if the proposed 
Settlement for the sum of $8,000,000 should be approved by the Court as 
fair, reasonable, and adequate; (2) if the Action should be dismissed with 
prejudice against the Defendants as set forth in the Settlement Agreement; 
(3) if the Plan of Allocation of the Settlement proceeds is fair, reasonable, 
and adequate and should be approved; (4) whether the Action satisfes the 
applicable prerequisites for class action treatment under Rule 23 of the 
Federal Rules of Civil Procedure; (5) whether to award Indirect Purchaser 
Plaintiffs’ Counsel attorneys’ fees and expenses out of the Net Settlement 
Fund; and (6) whether to grant the Named Plaintiffs’ requests for service 
awards based on their work in prosecuting this Action.

tŚĞƌĞ�ĚŽ�/�ŐĞƚ�ŵŽƌĞ�ŝŶĨŽƌŵĂƟŽŶ�
This is just a summary.  Additional information is available, including 
a description of the Settlement and your rights (including your right 
to object to the Settlement) in the Settlement Agreement, and a Proof 
of Claim form, online at www.doryxindirectsettlement.com or by 
writing to Doryx Indirect Purchaser Antitrust Litigation Settlement, c/o 
GCG, P.O. Box 10097, Dublin, OH 43017-6697, Toll Free Telephone:  
(855) 382-6396.

Inquiries, other than requests for the Notice or for a Proof of Claim form, 
may be made to Plaintiffs’ Counsel, Walter W. Noss, SCOTT+SCOTT, 
ATTORNEYS AT LAW, LLP, 707 Broadway, Suite 1000, San Diego, CA 
92101, Phone: (619) 233-4565.

Inquiries should NOT be directed to Defendants,  
the Court, or the Clerk of the Court. 

Dated: September 4, 2014

ဒϱϱ�ϯဒϮ�ϲϯဓϲ� 

ǁǁǁ�ĚŽƌǇǆŝŶĚŝƌĞĐƚƐĞƩůĞŵĞŶƚ�ĐŽŵ
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Go to: products.modernmedicine.com
Products & Services SHOWCASE

MEDICAL BILLINGELECTRONIC HEALTH RECORDS

Good beside manner goes beyond the exam room. By choosing All Island Medical Billing Solutions as your  

billing provider, you will save time, money and maintain the loyalty and satisfaction of your patients.

All Island Medical Billing Solutions, Inc. is a medical billing company 

founded by an established medical billing company owner and 

dermatology practice manager. With our combined knowledge and 

experience of over 40 years, a new and exciting company was founded. 

Our clientele includes some of the most exclusive dermatologists, 

MOHs surgeons and plastic surgeons New York City and Long Island 

have to offer. 

Our staff has over 25 years combined billing experience. Each account is assigned 2 certified billers; 

one for charge entry and another for insurance follow-up. They are dedicated, knowledgeable and 

they are there to answer any billing questions your staff and patients may have. We understand 

the rules and regulations of billing are constantly changing and for that reason, preparation and 

awareness is our goal - especially with the ICD-10 conversion. We work closely with our clients and 

our service is highly personalized - it’s like having an in-house biller.

We are YOUR billing specialists!

What We Do For You:

  Claim entry and submission

  Resolve billing errors

  Provide coding advice and guidance

  Posting of payments

  Credentialing available

  Every single claim & EOB worked

  Utilization of our collection agency

  And most importantly - we will 

eliminate the added expenses of 

in-house billing

Call today for a free consultation and let us get you  

on the path to higher revenue and less stress with  

our competitive rates and first rate service!

(516) 887-7090

www.allislandmbs.com

>VUKLY�^OH[�

[OLZL�HYL&

marketers, f nd out more at: 

advanstar.info/searchbar

Go to products.modernmedicine.com 

and enter names of companies with 

products and services you need.

C O M P A N Y  N A M E 
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Go to: products.modernmedicine.com
Products & Services SHOWCASE

SERVICES

SearchLEAVITT
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PRODUCTS

OTC PRODUCTS

EQUIPMENT FOR SALE PRACTICE FOR SALE

NATIONAL

PRODUCTS & SERVICES

Gently used SRT-100 
(used for only 3 months). 

Superficial radiation  
approved for NMSC  

and keloids. 

Call Terri at (901) 604-9521  

for details.

•  Used Alex Trivantage or Hoya Con Bio

•  Will Buy or Trade.

•  Call or email with best ofer.

•  “No Brokers. Doctors Only Reply.”

•  For Sale: Exilis Radiofrequency 

(Barely Used) for Skin Tightening/ 

Fat Contouring.

Call 561-276-3111

or email:
steven@dermasurgerygroup.com

LASER WANTED BY DERMATOLOGIST

TEXAS

Established practice in the lovely hill  

country of north San Antonio with 

medical, surgical, and cosmetic 

patient clientele. Great location in 

medical center in growing part of 

town. Doctor will transition if desired.

Contact  

skdrsa103@aol.com 

for information.

TEXAS

KENTUCKY

We Buy Practices

• Retiring
• Monetization of your practice
• Locking in your value now
• Succession planning
• Sell all or part of your practice

Please call Jeff Queen at
(866) 488-4100 or 

email WeBuy@MyDermGroup.com
www.MyDermGroup.com

MARYLAND

Well established 36 years med derm  

3 office practice in MD and VA. Currently 

$700k at only 23 hours per week - 

HUGE potential for growth. Well insured 

dedicated patient base, diverse in ages, 

ethnicities, needs. Tons of surgery. Small 

excellent staff will make transition easy. 

Priced well. Wife forcing doctor to retire. 

DC Metro AreA

Annchadab@gmail.com

MARKETPLACE  

ADVERTISING

Call Karen Gerome  

to place your  

Marketplace ad at  

800.225.4569 ext. 2670  

kgerome@advanstar.com

PRIVATE LABEL MANUFACTURING

Your Project Deserves the BEST
• AMERICA’S STATE OF THE 

   ART MANUFACTURERS

• RESEARCH & DEVELOPMENT 

• A FULL SERVICE AGENCY - 

   Over 39 years in the business 
   of private label cosmetic 
   manufacturing

FROM START TO FINISH SMALL & LARGE QUANTITIES 

Contact Marie Mendola & Associates

212-757-7049 • MarieMendola@aol.com

• Skin care • Hair Care • Spa • OTC Pharmaceuticals

Marketplace  

Advertising  

Can Work For You!

Expert Services for:

Buying or Selling a Practice

Practice Appraisal

Practice Financing

Partner Buy-in or Buy-out

PRACTICE SALES 
& APPRAISAL

Call for a Free Consultation

(800) 416-2055
www.TransitionConsultants.com
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FLORIDA

RECRUITMENT

Tampa, FLORIDa
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

WEST PALM BEACH, FLORIDA
Partnership available. Established practice  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

MARYLAND

HAGERSTOWN, WESTERN MARYLAND

Anne Arundel Dermatology, P.A. in Maryland, has been serving patients in  

Anne Arundel County and surrounding areas for over 30 years. We are 

currently seeking a Board Certi½ed Dermatologist to join our team as we have 

expanded our practice to Hagerstown in beautiful Western Maryland moving 

to a brand new facility December 2014. This is a truly undeserved area. 

We currently employ over 28 of the area’s best clinicians, with 8 clinical of½ces 

also offering Clinical Cosmetic/Medical Aesthetics, a Mohs surgery center and 

a Dermatopathology Lab. Flexible scheduling, great corporate culture, pro½t 

sharing and health bene½ts available.

For more information, please contact: Human Resources Department 

410-384-9311, ext 622

Visit our website : www.aadermatology.com

If interested please email CV and any 

questions to: felicia@aadermatology.com

CONNECTICUT

CALIFORNIA

COLORADO

ARIZONA

PORTERVILLE, CA
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

Greater New HaveN, CoNNeCtiCut
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

MONTROSE, COLORADO
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

CONNECTICUT

Multiple Opportunities P/T Mohs Surgeon  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

ENCINITAS, CALIFORNIA
Associate & P/T Mohs Surgeon  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

OCALA, FLORIDA
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

Palm Beach Dermatology is looking for a 

Dermatopathologist / Dermatologist in WPB, FL.

Visit our website:  

www.palmbeachdermatology.com  

Please fax CV to 561-640-8098 or  

email palmbeachderm@yahoo.com

Repeating an ad ENSURES 

it will be seen  

and remembered!

PHOENIX ARIZONA

BC/BE dermatologist position available PT/FT

Premier dermatology practice. Five locations

Excellent bene½ts and growth potential.  

Esteemed colleagues

General dermatology • Cosmetic surgery 

MOHs surgery

Email CV to cmcgradymccaw@yahoo.com

Arizona Dermatology Cindy McGrady

602-277-2307 • Fax : 602-277-9984

DISTRICT OF COLUMBIA

WASHINGTON, DC
Associate Opportunity  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

ANNAPOLIS DERMATOLOGY ASSOCIATES IS A LEADING, THRIVING 

PRACTICE IN THE ANNAPOLIS/BALTIMORE/WASHINGTON REGION.

  We have an exceptional opportunity for a BC/BE general dermatologist to join our 
practice. The practice is affiliated with a major medical center.

  The practice has two state-of-the-art facilities (Annapolis and nearby Kent Island), 
with extremely strong patient bases. Our offices are appointed with the care and 
taste representative of our team’s drive for excellence, compassion and dedication.

  Our practice seeks a motivated and energetic complement to our team.

  The tenure of our team exceeds that of industry standards and is further tribute to 
the outstanding environment.

  State-of-the-art, fully integrated EMR.

  Excellent administrative staff and physician support staff.

  Our practice is Joint Commission accredited and includes Mohs surgery.

EXCELLENT COMPENSATION  
AND BENEFITS PACKAGE:

-  Competitive base salary with  
productivity bonuses.

-  Malpractice insurance, CME benefits, 
excellent retirement benefits.

For immediate consideration,  
please forward your CV to  
tsuchoza@annapolisdermatology.com
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RECRUITMENT

NEW YORK

NEVADA

RENO, NEVADA
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

• Retired?
 • Looking to go Part Time?
   • Looking to spend more time with the family?

EMAIL CV: DERMNY1@gmail.com

BRONX, MANHATTAN, NYC
SEEKING SUPERVISING DERMATOLOGIST

Well established, thriving, multi-center Dermatology 
practice seeking a Supervising Dermatologist 

with limited patient care responsibilities. 
Highly competitive compensation.

OREGON

EUGENE, OREGON
Part Time/Full Time Position
General/Cosmetic/Surgical

Dermatology
Spectacular Scenic Beauty

Excellent Benefts
Fax CV & Cover Letter to

541-683-5206 Or Call 541-681-5090

NEW JERSEY

NORTH CAROLINA

HICKORY & SANFORD, NC
Partnership & P/T Mohs Surgeon  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

DERMATOLOGIST
General/Cosmetic/Surgical Dermatology 

Medford, NJ (near Philadelphia, PA and  
Cherry Hill, NJ). Brand new state of the art 
offce, fabulous opportunity, benefts offered. 

FT/PT position available.
Email inquiry or CV to: 

suzanne@accentderma.com

Seeking Board Certified 
Dermatologist to join 6 

physician dermatology practice
General Derm, Cosmetics, Lasers, Mohs Surgery

Located 20 minutes North of NYC 

in a suburban community

Fax CV to 845-359-0017 or 
email:dermcr18@gmail.com

Frank DeMento, MD and Associates, PC are currently seeking a 

&'�&) ()61%8303+-78 to join our practice immediately.

We are seeking a personable, patient focused, energetic, and well trained dermatologist 

with an interest in performing a full spectrum of dermatologic and cosmetic procedures.

Our practice consists of eight &oard Certi½ed Dermatologists, one physician assistant, 

aesthetician and a well trained support staff. The state of the art facility is designed to  

easily accommodate another dermatologist. It is a well-respected general dermatology practice.

We are offering an outstanding percentage-based contract with ¾e\ible hours. Time 

allowance is made for vacation, continuing education credits, and academic af½liation 

with one of the e\cellent dermatologic teaching programs in the 2ew =ork City area.

0ocated on 0ong Island, +arden City is appro\imately one half hour from 2ew =ork City. 

There are numerous cultural and recreational activities available for you and your family. 

Many of 0ong Island ś school districts have been honored for e\cellence.

If you are interested and would like more detailed information  

about our practice, please contact the Office Manager, Rose Coyle at  

516-746-1227x101 • fdemento@optonline.net

Please email us at 

Melodie@GardenCityDerm.com  

or fax your CV to [516] 227-3378  

or call Melodie at [516] 227-3377

We are a full-service dermatology 

practice in Garden City, LI, NY in 

a 7,000 sq/ft facility, looking for 

additional board-certifed or board-

eligible physicians for full-time or 

part-time work. We currently have 

providers board-certifed in Pediatric 

Derm, Dermatopathology and General 

Derm as well as a Mohs Micrographic 

Surgeon. We offer an excellent benefts 

package. If you have an interest in 

general pediatric, surgical, hair loss 

or hair transplants, and/or cosmetic 

dermatology, please contact us.  

We have cutting edge laser technology 

and incorporate almost every modality 

available.

MICHIGAN

GRAND RAPIDS, MICHIGAN

Dermatology at MidTowne, located 

on the Grand Rapids Medical Mile

�  ;ell estaFlished patient Fase

�  7tate oJ the art Jacilit]

�  7YccessJYl )MR �)M%

�  'oQpetitiZe salar] plYs prodYction�Fased 
incentiZe� partnership tracO aZailaFle

�  *le\iFle Zacation�'M) tiQe�Great &ene½ts 

BC Dermatologists,  

please contact:

Email: janeb@midtownederm.com

www.midtownederm.com

RECRUITMENT  

ADVERTISING

Can Work For You!ADVERTISE TODAY!

Skin Laser & Surgery Specialists of NY/

NJ is seeking a FT dermatologist to join 

our growing practice. As a provider in our 

practice, you will perform a full range of 

both medical and cosmetic procedures 

while working with Dr. David Goldberg, 

the world renowned leader in the use 

of non-invasive laser and cosmetic 

dermatology techniques.

DERMATOLOGIST

HILLSBOROUGH, NJ

For consideration, email your resume  

to susand@skinandlasers.com or via  

fax to 908-281-7796. Visit our website at  

www.skinandlasers.com to find out more
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RECRUITMENT

WISCONSIN

Gundersen Lutheran Medical Center, Inc. | Gundersen Clinic, Ltd.
La Crosse, Wisconsin

DERMATOLOGIST

EOE/AA/LEP

Gundersen Health System in La Crosse, 
Wisconsin, is seeking a BC/BE dermatologist
to work in our new state-of-the-art facility.
Your practice will consist of general 
medical dermatology with opportunities 
for dermatologic surgery (regular and 
cosmetic), medical education and clinical 
research within one of the nation’s largest
multi-specialty group practices. Services 
currently offered include MOHS Surgery,
Photodynamic Therapy, PUVA, Broad and
Narrow Band UVB, Vascular Laser 
Treatment and multiple IPLs.

Contact: Kalah Haug, Medical Staff 

Recruitment, (608) 775-1005 or email

kjhaug@gundersenhealth.org. 

Visit: gundersenhealth.org/MedCareers

Call Joanna Shippoli 

to place your  

Recruitment ad  

at 800.225.4569 

ext. 2615 

jshippoli@advanstar.com

WISCONSIN

UTAH

BOUNTIFUL, UTAH
Seeking P/T Associate  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

PENNSYLVANIA

BC/BE Dermatologist 

PENNSYLVANIA

Highly-regarded, thriving practice  

with 8 dermatologists seeks  

BC/BE Dermatologist. 

State of the art 12,000 sq. ft. facility with  

in-house Mohs, dermatopathology, phototherapy, 

lasers, aesthetic services, adult and pediatric 

medical dermatology. Excellent benefits, 

malpractice, health insurance, vacation/CME. 

Partner buy-in after 2 years. Located in an affluent, 

highly picturesque, family-oriented community 

within 1 hour of Philadelphia and Baltimore.

Call Bonnie Oberholtzer at  

(717) 509-5698  

or e-mail to: blo@dermlanc.com

Mayo Clinic Health System – Eau Claire, WI is seeking a Board Certified/Board Eligible 
Dermatologist to join an established practice of 6 clinical and surgical dermatologists.

• State of the art procedural suites and latest laser technology
• Mohs Surgeon and dermatopathologist on staff

• Dedicated nursing staff 

• Competitive salary and generous signing incentive

MAYO CLINIC HEALTH SYSTEM links Mayo Clinic’s respected expertise in patient care, 
research, and education with Mayo’s community-focused multi-specialty groups in 
Minnesota, Wisconsin, and Iowa. Today, more than 1000 physicians practice in over 

72 Mayo Clinic Health System communities. Mayo Clinic offers a highly competitive 

compensation package, which includes exceptional benefits, and has been recognized 
by FORTUNE magazine as one of the “100 Best Companies to Work for.”

Eau Claire is a university community located 90 minutes from Minneapolis/St. Paul.

Heal the sick, Advance the Science, Share the knowledge.

Contact:  

Karly Wallace, Physician Recruiter | Phone: 715-838-3168 | E-mail: wallace.karly@mayo.edu

Mayo Foundation is an affirmative action and equal opportunity employer and educator. Post-offer/pre-employment 
drug screening is required.

CONNECT 
with qualifed leads and 
career professionals Post a job today

Joanna Shippoli
RECRUITMENT MARKETING ADVISOR

(800) 225-4569, ext. 2615

jshippoli@advanstar.com

www.modernmedicine.com/physician-careers

RECRUITMENT  

ADVERTISING

Can Work For You!  

Reach highly-targeted,

market-specifc  

business professionals,  

industry experts and prospects  

by placing your ad here!
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was removed. So, for a healthy person, 
I don’t monitor unless there are con-
cerning co-morbidities or other drugs 
that may irritate the liver. For an older 
patient with polypharmacy I prefer 
fluconazole, but now I am using the 
new topical medications for the nail 
as we discussed.

DR. LEVINE: What is the status of laser therapy 

for nail fungus infection?

A 
Dr. Elewski: The bottom line is 
that it did not work. Our study, 

which was published in the Journal 

of the American Academy of Derma-

tology, found no clinical improve-
ment and no results in the mycol-
ogy lab[iv].

However, there are some studies 
that show that lasers may be effec-
tive. The bottom line is that they may 
cause some temporary improvement, 
but no clinical resolution.

As you can see, I am a little skepti-
cal that laser therapy of onychomyco-
sis is worth pursuing.

DR. LEVINE: Is there any advantage to avulsing a nail be-

fore any of the treatments you have talked about here?

A 
Dr. Elewski: Photodynamic ther-
apy appears to be very effective in 

onychomycosis, at least with the red 
light. It is currently unknown if blue 
light would work. The problem is that 
the nail must first be avulsed prior to 
treatment, but urea avulsion seems 
to suffice.

To be complete, avulsion as a 
treatment is another option if you 
have a non-dermatophyte infection, 
because the oral antifungals are un-
likely to be effective. Itraconazole 
is the best option for oral therapy of 
nondermatophyte molds.

I want to conclude that I am excited 
to have two new topical products for 
onychomycosis. This will improve our 
options in treating this common, but 
challenging infection. DT

[i]  Jones HE. J Am Acad Dermatol. 1993;28(5 
Suppl 1):S12-S18

[ii]  Eklewski BE, El Charif M, Cooper KD, et al. 
J Am Acad Dermatol. 2002;46(3):371-375

[iii]  Scher RK, Breneman D, Rich P, et al. J Am 

Acad Dermatol. 1998;38(6 Suppl):S77-S86

[iv]  Carney C, Cantrell W, Warner J, Elewski B. J 

Am Acad Dermatol. 2013;69(4):578-582

Patients will apply either drugs topi-
cally until the nail is normal. Given the 
slow growth of the nail, it will take up 
to 18 months, but might be much less 
in mild disease. The drugs are expen-
sive, so they should not be used unless 
the diagnosis has been confirmed by 
KOH, culture or PAS. Persons unable or 
unwilling to take an oral antifungal are 
ideal candidates for topical therapy.

DR. LEVINE: Let’s talk a little bit about systemic ther-

apies. First, is there any reason in the world for a 

dermatologist to use oral ketoconazole (Nizoral, Mc-

Neil) anymore?

A 
Dr. Elewski: There is absolutely no 
reason to write a prescription for oral 

ketoconazole. For those who write it or 
have written it, say for tinea versicolor, 
just substitute fluconazole (Diflucan, 
Pfizer) at 200 milligrams, exactly like 
you used to give ketoconazole.

DR. LEVINE: At the last academy (American Academy 

of Dermatology) meeting I heard you say specifically 

that you used oral fluconazole frequently for nail fun-

gal infection. How do you use it?

A 
Dr. Elewski: The original study 
for this was published in the Jour-

nal of the American Academy of 

Dermatology[iii]. The study included 
about 1,000 people and compared the 
efficacy of 150, 300, and 450 mg once a 
week. It actually had the highest cure 
rate of any study. The complete cure 
rate in that 450-mg group was in the 
50 percent range, which was signifi-
cantly better compared with oral ter-
binafine at 38 percent. However, they 
were not toe-to-toe studies.

Since there’s no pill for 450 mg or 
300 mg, I write a prescription for one 
200-mg tablet per week. I tell the pa-
tient to take it every week on “Fungal 
Friday” or “Toes days — Tuesday.” I 
have patients take one pill a week, but 
I give them a loading dose. So what-
ever day it is that I see them, I will tell 
them to take one pill today and then 
one pill every Friday. Fluconazole is 
relatively safe, with low risk of liver ir-
ritation and low risk of skin eruptions. 
Dosed once weekly, no steady state 
develops, so drug-drug interactions 
are unlikely. Keep in mind that it’s not 
FDA (Food and Drug Administration)-
approved for this indication, so using 
it is off-label. It is approved in some 

countries for onychomycosis, but not 
the United States.

DR. LEVINE: For how long do you use the fluconazole?

A 
Dr. Elewski: You have to use it until 
the nail is normal. That’s impor-

tant. Let me give you an example of 
when I might prescribe this. If I have 
an older patient who is already on a 
number of pills per day, I’ll ask them if I 
can give them just one pill a week. The 
nail grows slow; so the one pill a week 
kind of matches the slow growth of 
nail. I would check baseline labs to be 
compulsive. I would check a complete 
blood count, and I would do a base-
line measurement of how many mil-
limeters of clear nail are present. Then 
I would prescribe the patient 12 to 15 
pills and have the patient return in 
three months. At that time, I’ll meas-
ure how much clear nail we see com-
pared to the last visit. I’d expect to see a 
couple of millimeters of clear nail more 
than the patient had the previous time. 
Repeat this until the nail is normal.

DR. LEVINE: For those of us who frequently use ter-

binafine for this, the conventional wisdom is to use 

this drug for three months. Is that written in stone 

or is there a way you alter it?

A 
Dr. Elewski: Well the package label 
says three months, although the 

original study compared 12 weeks to 
24 weeks and found no statistical dif-
ference. However, 24 weeks works bet-
ter than 12 weeks. So what I do in my 
practice is to begin therapy with three 
months after obtaining a positive fun-
gal culture and normal baseline labs. 
Re-evaluate in three to four months 
for progress and another three-month 
course may be indicated if severe 
nails are still present.

DR. LEVINE: What kind of lab monitoring do you use 

for terbinafine?

A 
Dr. Elewski: I do a baseline liver 
profile.

DR. LEVINE: And do you repeat that after a certain 

number of weeks?

A 
Dr. Elewski: No. I just repeat it be-
fore another course. There was at 

one point a notation in the package 
label to monitor at six weeks, but that 

TAKEAWAY:

Expert discusses treatment options for nail fungal disease from page 72
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Brought to you exclusively by Obagi Medical Products

Instant gratification.2,†

Introducing Neotensil™—the only noninvasive solution that  
reduces the appearance of under-eye bags, within an hour.3,‡

*Photos have not been retouched. Results may vary.
† Study results for one application of Neotensil in a 16-hour durability study; 4% of patients saw results within 10 minutes and 70% of patients 
saw results within 1 hour; N=28.

‡Study results for once-daily application of Neotensil in a 2-week pilot study; N=25.

References: 1. Data on fle, Living Proof, Inc. 2. Draelos ZD, Investigator. Strateris 16-hour durability study, DCS-105-13. Data on fle, Living Proof, Inc. 
3. Kauvar A, Kilmer S, Ross EV, et al. A pilot study of a novel non-invasive topical under-eye contouring technology. Poster presented at: 71st Annual 
Meeting of the American Academy of Dermatology; March 1-5, 2013; Miami, FL. 

Neotensil and Living Proof are trademarks of Living Proof, Inc. used under license.

Except as otherwise indicated, all other product names, slogans and other marks are trademarks of the Valeant family of companies. 
Distributed by OMP, Inc.

©2014 Obagi Medical Products, Inc., a division of Valeant Pharmaceuticals North America LLC. DM/NEO/14/0008c 03/14

Baseline1,* Hour 41,*

To order, contact your Obagi sales representative today or call 1.800.636.7546.
For more information, visit www.obagi.com.
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PRESENTED AS A PROMOTIONAL WEBINAR TO

Clinical Analysis for Today’s Skincare Specialists

Have you seen it yet?
Must-see webinar with new clinical information about

If you haven’t seen the webinar providing new phase IV clinical data on triamcinolone acetonide 0.2% 

aerosol spray and halcinonide 0.1% cream, good news! Following the success of its premiere, the webinar  

is available for streaming at your convenience. Just go to dermatologytimes.com/ranbaxywebinar. 

Registration takes only a minute!

In the webinar, renowned clinical dermatologist and Dermatology Times editorial advisory board member 

Zoe Diana Draelos, M.D., reveals how triamcinolone acetonide 0.2% aerosol spray and halcinonide 0.1% 

cream overcome common issues of patient compliance.1,2

Stream this webinar at any time — whenever it’s convenient for you! 

Don’t miss out on this important, new information.

www.dermatologytimes.com/ranbaxywebinar

YOU’LL LEARN MORE ABOUT HOW:
 

•  Halcinonide 0.1% cream is released in a dual phase manner1,3

 

•  The sustained release pattern extends topical effectiveness well 

beyond the time of application

•  Parity between no-rub and rub application techniques for  

triamcinolone acetonide 0.2% aerosol spray demonstrated clinical 

and statistical improvement of dermatoses in 2 weeks without the  

discomfort of touching ailing and sensitive skin2

•  Triamcinolone acetonide 0.2% aerosol spray is preferred over 

creams and ointments by 95% of patients because of its superior 

aesthetic qualities and ease of use4

 

•  Moisturizing triamcinolone acetonide 0.2% aerosol spray did not 

disrupt the skin barrier

1. Draelos ZD. Demonstration of the biphasic release of Halog® (0.1% halcinonide) Cream.; 2. Draelos ZD. A Phase IV open label evaluation 
of the no-rub moisturizing properties of Kenalog Spray.; 3. Bleeker J. Double-blind comparison between two new topical steroids, halcinonide 
0.1% and clobetasol propionate cream 0.05%. Curr Med Res Opin. 1975;3(4):225-228.; 4. Fowler J, Fowler L. Physician and patient  
assessment  of triamcinolone acetonide spray for steroid-responsive dermatoses. J Clin Aesthetic Dermatol. 2010;3(5):27-31.

triamcinolone acetonide 0.2% aerosol spray  
and halcinonide 0.1% cream
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