
Louise Gagnon | Staff Correspondent

The prescribing of systemic steroids
for psoriasis is frowned upon in guidelines 
but is a common practice in the United 
States, finds Steven Feldman, M.D., Ph.D., 
a dermatologist and professor of derma-
tology, Wake Forest University, Winston-
Salem, N.C. 

Published in the Journal of Cutaneous 
Medicine and Surgery in February, the study 
used data from the National Ambulatory 
Medical Care Survey (NAMCS) to evalu-
ate how frequently systemic steroids were 
prescribed to treat psoriasis, covering more 
than 20 years, from 1989 to 2010. The in-
vestigators found systemic corticosteroids 
were prescribed at an estimated 650,000 of 
21 million psoriasis visits. Moreover, 93 per-
cent of these visits were to dermatologists 
(J Cutan Med Surg. 2014;18:1-5).

To confirm their findings, 
investigators used a second 

source, MarketScan Medicaid. Data from 
that source demonstrated prednisone was 
prescribed to people with psoriasis more 
often than either methotrexate or the bi-
ologic agent etanercept. Moreover, use of 
systemic steroids for psoriasis has not been 
decreasing since the introduction of bio-
logics for psoriasis.

WHERE’S THE EVIDENCE?

Traditional teaching in dermatology has 
been that if systemic steroids are ini-
tiated to manage extensive psoriasis, 
the treatment or its withdrawal poses a 
risk to the development of f laring dis-
ease, including pustular or erythroder-
mic psoriasis — conditions that can be 
fatal. Dr. Feldman notes there is little in 
the way of robust evidence to support 
this contention.
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Woundcare 
options expand
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Stem cells and lasers will likely become 
part of the armamentarium in woundcare, 
according to a professor of dermatology at 
Boston University School of Medicine and 
director of the Dermatology Wound Clinic 
at Boston Medical Center.

Speaking at the annual meeting of the 
Canadian Dermatology Association in To-
ronto, Tania J. Phillips, M.D., F.R.C.P.C., cov-
ered pearls in woundcare, ranging from 

Clinical

WOUNDCARE see page 22

Systemic steroids 
for psoriasis go 
against guidelines

 | THE TAKEAWAY | CARRIE KOVARIK, M.D., discusses the current state of teledermatology & what the future may hold. SEE PAGE 54
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FIGURE 1
One of the 
concerns 
with the use 
of systemic 
steroids for 
psoriasis is the 
development of 
pustular flares 
of the disease. 
Photo: James Graham 
Dermatopathology 
Collection at Wake 
Forest University 
School of Medicine
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The prescribing of systemic steroids

for psoriasis is frowned upon in guidelines 
but is a common practice in the United 
States, finds Steven Feldman, M.D., Ph.D., 
a dermatologist and professor of derma-
tology, Wake Forest University, Winston-
Salem, N.C. 

Published in the Journal of Cutaneous 

Medicine and Surgery in February, the study 
used data from the National Ambulatory 
Medical Care Survey (NAMCS) to evalu-
ate how frequently systemic steroids were 
prescribed to treat psoriasis, covering more 
than 20 years, from 1989 to 2010. The in-
vestigators found systemic corticosteroids 
were prescribed at an estimated 650,000 of 
21 million psoriasis visits. Moreover, 93 per-
cent of these visits were to dermatologists 
(J Cutan Med Surg. 2014;18:1-5).

To confirm their findings, 
investigators used a second 

source, MarketScan Medicaid. Data from 
that source demonstrated prednisone was 
prescribed to people with psoriasis more 
often than either methotrexate or the bi-
ologic agent etanercept. Moreover, use of 
systemic steroids for psoriasis has not been 
decreasing since the introduction of bio-
logics for psoriasis.

WHERE’S THE EVIDENCE?

Traditional teaching in dermatology has 
been that if systemic steroids are ini-
tiated to manage extensive psoriasis, 
the treatment or its withdrawal poses a 
risk to the development of f laring dis-
ease, including pustular or erythroder-
mic psoriasis — conditions that can be 
fatal. Dr. Feldman notes there is little in 
the way of robust evidence to support 
this contention.
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Stem cells and lasers will likely become 
part of the armamentarium in woundcare, 
according to a professor of dermatology at 
Boston University School of Medicine and 
director of the Dermatology Wound Clinic 
at Boston Medical Center.

Speaking at the annual meeting of the 
Canadian Dermatology Association in To-
ronto, Tania J. Phillips, M.D., F.R.C.P.C., cov-
ered pearls in woundcare, ranging from 
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FIGURE 1

One of the 
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with the use 
of systemic 
steroids for 
psoriasis is the 
development of 
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of the disease. 
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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.

Based on APRPI.003 OTZ_PsO_HCP_BSv.003 09_2014

Rx Only
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Insight & Opinion from Our Advisory Board Leaders

S
everal weeks ago an edito-

rial appeared in our local news-

paper, titled “Doctors Must 

Change the Way They Do Business.”

Borrowed from an article in the Oct. 26 

issue of the Los Angeles Times, the prem-

ise was that we doctors don’t do enough 

“to control healthcare costs.” This is in 

spite of the availability of an $840 million 

grant program under the Affordable Care 

Act “to teach Medicare and Medicaid doc-

tors new ways to offer higher-quality, bet-

ter-coordinated, more cost-effective care.”

DERMATOLOGISTS PRACTICE 

EFFICIENTLY AND COST EFFECTIVELY

I take issue with the premise that doctors 

are the cause of high healthcare costs, 

especially for the specialty of dermatol-

ogy. From my experience in both academ-

ics and private practice, I have always felt 

that the specialty of dermatology was ex-

tremely cost effective while delivering high 

quality care to our patients.

As examples, dermatologists only 

rarely require laboratory tests, radiological 

studies or specialized equipment to diag-

nose or treat the vast majority of our pa-

tients. With a simple skin scraping, some 

potassium hydroxide, a glass slide and 

a microscope, we can quickly diagnose 

most superficial fungal diseases and im-

mediately start appropriate therapy.

The training dermatologists receive al-

lows us to visually examine a patient’s 

skin quickly for the presence of atypi-

cal growths, premalignant or even malig-

nant lesions. Furthermore, with the use 

of the inexpensive dermatoscope, addi-

tional information about an irregular pig-

mented lesion can be quickly obtained. If 

a suspicious lesion is identified, a super-

ficial shave or punch biopsy can be safely 

performed at the same outpatient visit to 

confirm the diagnosis. If additional treat-

ment is required, cryosurgery, curettage 

or surgical excision can be safely and ef-

fectively performed in the outpatient set-

ting at a reduced cost over the same pro-

cedure done in an operating room.

In some cases, the patient can even be 

treated with the use of a topical chemother-

apy cream at home. If an aggressive or ex-

tensive malignancy is diagnosed, Mohs mi-

crographic surgery has proven to be a safe, 

cost-effective outpatient procedure typi-

cally performed under local anesthesia.

Dermatologists do use high technol-

ogy instrumentation. Think of the im-

proved quality of care provided to derma-

tologic patients with port wine stains, ke-

loids, hypertrophic scars, certain refrac-

tory warts, angiokeratomas and Kaposi’s 

sarcoma by the availability of the pulsed 

dye laser. Also, use of the newer, expen-

sive biologic agents for treating a number 

of dermatologic conditions — including 

extensive or refractory psoriasis — has 

also greatly improved the quality of life for 

a myriad of patients for whom either no or 

only ineffective treatment previously ex-

isted. There are hundreds of additional 

examples I could provide to demonstrate 

the cost-effectiveness and high quality of 

care provided by dermatologists to their 

patients with skin diseases.

MOST PHYSICIANS ARE TRYING

TO REDUCE COSTS

Dermatologists share the responsibility

for the rising cost of healthcare; no spe-

cialty is without some blame. However, 

every specialty can likely cite examples 

where they employ cost-effective proce-

dures. There is one recent personal expe-

rience I would like to give as an example:

Two weeks ago, I broke my ankle. While 

I’d like to say it happened while climbing 

Mount Everest, it really happened while 

doing some landscaping in my yard. The 

orthopedist obtained the necessary X-rays 

to determine the damage. When it dem-

onstrated a fracture, I was fully expecting 

that I would need surgery. However, I was 

told that surgery for my type of injury was 

rarely ever performed since studies had 

shown that patients heal faster and with 

fewer complications by just using eleva-

tion and a compression walking boot. So 

instead of heading to the operating room 

and weeks of convalescing in a cast, here 

I am walking around nearly pain free in an 

inflatable compression boot at a fraction 

of the cost.

The only reason I include this example 

is to underscore my belief that most phy-

sicians are already trying to reduce costs. 

Do we really need to spend $840 mil-

lion in grants to find cost-effective tech-

niques that can then be shared with other 

doctors? I don’t think so! Why not try a 

simpler and more cost-effective way to 

quickly gather that kind of information 

and disseminate it from there? Bureau-

cracy doesn’t always have to prevail, es-

pecially when thoughtful people put their 

heads together and work cooperatively.

When looking at the rising cost of 

healthcare and assigning blame, it is ex-

tremely important to recognize that, in 

my opinion, at least some of the expense 

of providing high-quality care requires 

that expensive, high-technology equip-

ment, procedures and medications must 

be used or the physician may be charged 

with providing inadequate or incompe-

tent care by patients, medical boards and 

malpractice attorneys. 

Therein lies the rub — damned if you 

do use expensive high technology, and 

damned if you don’t. Somehow, the stan-

dard of care must be factored into this 

whole equation. Providing high qual-

ity healthcare at a reasonable cost is not 

only incredibly difficult but also extremely 

complex. But, in my opinion, dermatol-

ogists certainly don’t need to radically 

“change the way we do business.” DT

Should dermatologists change 
the way we do business?

Ronald G. Wheeland, M.D.

is a private practitioner 

in Tucson, Arizona
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D
r. Derm has a 30-year-old medi-

cal assistant who has worked 

with him for five years. She is 

under contract and can be terminated 

within 90 days for almost any nondis-

criminatory reason and immediately 

for “cause.” Reasons of termination for 

cause include conviction of a crime.

Three months ago, the medical assis-

tant was arrested for brutally beating up 

her boyfriend with a frying pan. He had 

numerous cuts and bruises, as well as a 

broken nose. He nearly lost conscious-

ness. The story was all over the pa-

pers in the small town in which Dr. Derm 

practices. The photos on the Web were 

frightening. Every time there was men-

tion of the story, Dr. Derm’s name was 

also discussed as being the employer.

Dr. Derm was very concerned about 

the negative impact such an employee 

would have on his practice. He termi-

nated the employee within 48 hours of 

her arrest. The employee is now waiting 

for trial and has filed a lawsuit against 

Dr. Derm for wrongful termination. Did 

he wrongfully terminate the employee?

CASE PRECEDENT

In the wake of the NFL’s Ray Rice scandal 

— and more recent domestic violence 

issues — many employers are asking the 

same question: Can an employee who’s 

committed domestic violence be fired? 

There has been much recent discussion 

over this issue. The general consensus 

is that there is no cut-and-dried correct 

response. There are, however, a number 

of factors dermatologists should first 

take into consideration before taking any 

adverse employment actions against 

workers embroiled in domestic violence 

disputes. The No. 1 issue is: Has the 

employee been convicted?

There’s a big difference between 

being arrested/charged/accused and 

actually being convicted — and as is

also true with most background screen-

ings, one might want to avoid acting on 

the former — even though there may be 

bad publicity associated with this.

The focus should be whether the per-

son has been convicted.

Without a conviction, a physician 

could open himself up to a wrongful ter-

mination suit if the employee was ac-

cused of or charged with domestic vio-

lence. The tricky part here, of course, is 

that most employers don’t run thorough 

background checks on existing em-

ployees. Dr. Derm only knew about his 

current employee because of the local 

press coverage.

WORKPLACE RISK

The next question that arises is whether 

there is a current workplace risk in having 

this employee on staff — irrespective 

of the publicity issue. What is certain is 

that Dr. Derm could open himself up to 

a wrongful termination suit if he can’t 

directly tie the domestic violence incident 

back to a specific workplace risk. Termi-

nation of the employee becomes that 

much more difficult if the offender is a 

good performer, co-workers don’t feel at 

risk, and the employee’s spouse does not 

work in the office.

The situation might be different if the 

abuser is in the public spotlight — as a 

face of the dermatology practice. If that 

were the case, it becomes safer to let 

the employee go — particularly if the 

person is working under an agreement 

putting strict prohibitions on offensive 

behavior.

At that point, since the person’s ac-

tions are likely eroding your brand, it be-

comes much easier to apply the “work-

place risk test.” That is questionable 

with Dr. Derm’s situation in which an un-

known medical assistant has been ac-

cused of the crime.

This situation would be totally dif-

ferent if a person convicted of domes-

tic violence is one of the people you’re 

asking employees to look up to. Keep-

ing this person at an administrative level 

could also erode the reputation of the 

office. That could be grounds for mak-

ing the argument that the person poses 

a threat to your business.

In the end, despite the poor publicity 

this incident has brought to Dr. Derm’s 

practice, he would have been wise not 

to terminate his employee until and if she 

was convicted of domestic abuse. DT

David 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.

Can I fi re an employee
charged with domestic abuse?

Without a 
conviction, 
a physician could 
open himself up 
to a wrongful 
termination suit 
if the employee 
was accused of 
or charged with 
domestic violence.

Questions? Comments? 
Give Dermatology Times your 
feedback by contacting us at 
editor@dermatologytimes.com
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cer and its related costs. The academy has 
been a longtime advocate for prevention and 
screening efforts ... (and) believes the best 
way to reduce healthcare costs is to prevent 
healthcare problems in the first place,” Dr. 
Coldiron says. “In recent years, we have 
seen a number of new breakthroughs for 
the treatment of melanoma, and these drugs 
are expensive, but only comprise a small 

part of the total cost. 
The majority of skin 
cancers are treated 
very cost efficiently 
by dermatologists in 
the office setting. 

“The reason the 
cost of treating skin cancer has gone up so 
much is because there’s been such a big in-
crease in the total number of skin cancers. 
But a patient should never bear economic 
hardship in order to undergo treatment for 
a serious disease like skin cancer — it is 
going to require all stakeholders to find a 
solution. ... The country’s rising healthcare 
costs are a complex issue, with many fac-
tors at play. Physicians are just one part of 
a larger cost equation,” he says. DT

— Lisette Hilton

CDC: Skin cancer treatment costs ‘skyrocketing’

A NEW government study indicates the 
average annual skin cancer treatment cost 
rose 126 percent — from $3.6 billion be-
tween 2002 to 2006, to $8.1 billion between 
2007 to 2011. That’s compared to an aver-
age annual treatment cost increase of 25 
percent for all other cancers during the 
same period.

The Centers 
for Disease Con-
trol and Preven-
tion (CDC) study, 
published on-
line Nov. 9 in the 
American Journal of Preventive Medicine, 
analyzed adult skin cancer data between 
2002 and 2011, using the Medical Expen-
diture Panel Survey. Researchers com-
pared average costs during the two five-
year periods. 

Lead author Gery Guy, Ph.D., of the 
CDC’s Division of Cancer Prevention 
and Control, broke down those findings, 
saying the rise in skin cancer treatment 
costs was attributed to two things: The 
average annual number of people being 
treated for skin cancer increased from 
3.4 million between 2002-2006 to 4.9 
million between 2007-2011. And there 
were substantially higher inpatient set-

Daily treatment with a vitamin D supple-

ment significantly reduces the symptoms 

of winter-related atopic dermatitis, a recent 

study suggests.

Carlos Camargo, M.D., of Massachusetts 

General Hospital, Boston, in collaboration 

with Mongolia’s National Dermatology Center 

and investigators from the Health Sciences 

University of Mongolia, enrolled 107 pediatric 

patients, ages 2 to 17, from nine outpatient 

clinics in Ulaanbaatar, Mongolia’s capital 

city. The participants had a history of atopic 

dermatitis symptoms that worsened during 

cold weather or the autumn-to-winter tran-

sition period. The children were randomized 

into two groups, one of which received a daily 

vitamin D dose of 1,000 IU while the other 

received a placebo. Neither the children’s 

parents nor the study investigators knew 

which group participants had been assigned.

Evaluations of atopic dermatitis symptoms 

were conducted at the trial’s outset and at 

the end of the month-long study period. 

Parents were asked whether they saw any 

improvement in their child’s condition. At the 

end of the month, children in the vitamin D 

group averaged 29 percent improvement on 

the primary assessment tool, compared with 

16 percent in the placebo group. Additional 

assessments, including parents’ reports, also 

showed significantly greater improvement 

among children in the vitamin D group. There 

were no adverse effects in either group.

“Among children with vitamin D deficiency, 

whose atopic dermatitis gets worse during 

winter, we found convincing evidence that even 

a low dose of vitamin D supplement helps,” 

Dr. Camargo says. “Vitamin D supplements 

are inexpensive, safe and readily available. 

The impact on children with lesser degrees of 

vitamin D deficiency, or who have year-round 

atopic dermatitis, requires further study.”

While the researchers could not determine 

whether participants were vitamin D-deficient 

at the study’s outset, they noted that another 

study — conducted at the same time and 

involving a greater number of Ulaanbaatar 

children — found significant vitamin D defi-

ciency in 98 percent of them. This supports 

the probability that the children in the vitamin 

D study were similarly deficient. DT

— Lisette Hilton

ting costs for skin cancer treatment. 
Costs did not increase or decrease sig-

nificantly for services provided in physi-
cians’ offices or outpatient centers, he says.

“In the first period (2002 to 2006), about 
8 percent of costs were incurred in the 
inpatient setting. But in the most recent 
period (2007 to 2011), about a third of costs 
were in the inpatient setting,” Dr. Guy says. 

“One thing this study shows is the substan-
tial costs associated with skin cancer treat-
ment in the United States, but it’s impor-
tant to keep in mind that it also shows the 
potential for savings that could be accrued 
through skin cancer prevention efforts.”

What does this mean? Dermatologist 
Brett Coldiron, M.D., president of the Ameri-
can Academy of Dermatology (AAD), says 
that with almost 5 million Americans di-
agnosed with skin cancer each year, this 
report emphasizes the need to make skin 
cancer a national priority.

“This study validates the role of screen-
ing and prevention programs as a mecha-
nism to reduce the incidence of skin can- bit.ly/skincancercosts

Read the study

bit.ly/vitaminDforAD

Read the study

DAILY DOSE OF VITAMIN D COMBATS SEASONAL ATOPIC DERMATITIS
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 American Journal of Preventive Medicine
November 2014
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Toronto — Both common and uncom-
mon causes of diaper dermatitis have to 
be recognized in order to develop an ef-
fective plan to treat diaper dermatitis, a 
condition that is highly frequent in in-
fants, according to a staff physician in 
pediatric dermatology at the Hospital 
for Sick Children, Toronto.

“Sometimes you have to recognize that 
there may be something else going on,” 
says Miriam Weinstein, M.D., F.R.C.P.C., 
associate professor, department of pedi-
atrics, Faculty of Medicine, University of 
Toronto. “There can be uncommon causes.”

Speaking here at the inaugural pediatric 
woundcare symposium organized by the 
Hospital for Sick Children, Dr. Weinstein 
says there are generalized diseases that 
affect the diaper area, and there are dis-
eases that are specific to the diaper area.

Conditions such as eczema, seborrheic 
dermatitis and psoriasis are skin diseases 
that can affect the diaper area. Infections 
such as Candida or Staph and/or strep 

can elicit or contribute to diaper rash, too.
“Candida in the diaper area tends to 

be related to the diapering process,” Dr. 
Weinstein says. “As soon as kids are out 
of diapers, we don’t typically see this 
(infection).”

FINDING THE CAUSE

In some instances, a biopsy may be re-
quired to determine the underlying con-
dition that is triggering diaper derma-
titis, she says.

One of the rare conditions that leads to 
diaper dermatitis includes Langerhans 
cells histiocytosis, a condition where 
there is also scalp involvement. Other 
rare conditions that trigger diaper derma-
titis include zinc deficiency, malabsorp-
tion syndromes, and granular parakera-
tosis. Babies typically respond quickly 

to treatment when zinc deficiency has 
been diagnosed, Dr. Weinstein says.

Dermatitis that is widespread can be 
characteristic of malabsorption syn-
dromes, she says, with associated signs 
being edema, diarrhea and irritability.

“The malabsorption syndromes usu-
ally go well beyond the diaper area,” Dr. 
Weinstein says.

The etiology of granular parakerato-
sis is unknown, but some measures can 
prevent it from occurring.

“We don’t know what causes granu-
lar parakeratosis, but we know that it 
may be linked to overuse of steroids or 
topical products,” Dr. Weinstein says. 
“You have to consider this diagnosis 
if too many products are being used, 
and there is a scaly eruption that is 
non-responsive to other treatments.”

TREATING ICD

Irritant contact dermatitis (ICD) in the 
diaper area is specific to the diaper milieu 
and diapering/cleaning process, she says.

Preliminary findings suggest that Daivobet gel (cal-
cipotriol/betamethasone dipropionate, LEO Pharma) 
significantly improves psoriasis disease severity. The 

study, published in the Jour-
nal of the European Acad-
emy of Dermatology Vene-
reology, assessed 1,795 pa-

tients with mild-to-severe psoriasis across Eu-
rope who had not responded sufficiently to pre-
vious topical treatment. Following eight weeks 
of treatment with calcipotriol/betamethasone di-
propionate gel, 36.5 percent of patients were 
clear or nearly clear of psoriasis symptoms.
READ MORE: 

bit.ly/topicalpsoriasisgel

DIAPER DERMATITIS see page 18

Preventive measures help 
to manage diaper dermatitis
LOUISE GAGNON | STAFF CORRESPONDENT

Prednisone is probably 
the worst player in 
terms of infection 
risk among any of the 
medications we use, yet 
we use it all the time 
without thinking twice.”

Kenneth Gordon, M.D.
Chicago

On monitoring patients with risk 
factors who are taking biologics
See story, page 17

General skin diseases can 
have an effect on the diaper 
area, and rare conditions can 
lead to diaper dermatitis.

QUICK READ

Quotable DTExtra

17 BIOLOGIC INFECTION RISK

Patients with chronic conditions 
can develop serious infections

36.5
PERCENT

patients 
were clear or 
nearly clear 
of psoriasis 
symptoms
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Eff cacy demonstrated at 
4 weeks post-treatment

The only topical azole 
antifungal approved to treat 
interdigital tinea pedis with 
once-daily dosing over a 
2-week period

Indications and Usage

LUZU (luliconazole) Cream, 1% is indicated for 
the topical treatment of interdigital tinea pedis, 
tinea cruris, and tinea corporis caused by the organisms 
Trichophyton rubrum and Epidermophyton f occosum 
in patients 18 years of age and older.

Important Safety Information

•  LUZU is indicated for topical use only and is not 
indicated for ophthalmic, oral or intravaginal use.

•  LUZU should be used during pregnancy only if the 
potential benef t justif es the potential risk to the fetus. 
Caution should be exercised when LUZU is prescribed 
for nursing mothers.

•  The most common adverse reactions in clinical 
trials were application site reactions, which
occurred in less than 1% of subjects in both 
LUZU and vehicle arms. Most adverse reactions 
were mild in severity.

Please see Brief Summary of full Prescribing 
Information on adjacent page.

FOR INTERDIGITAL TINEA PEDIS DUE TO TRICHOPHYTON RUBRUM 

AND EPIDERMOPHYTON FLOCCOSUM IN ADULT PATIENTS

Reference: LUZU [prescribing information]. Bridgewater, NJ: 

Medicis, a division of Valeant Pharmaceuticals; 2014. 
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14 DOSES
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BRIEF SUMMARY OF FULL PRESCRIBING INFORMATION
FOR LUZU (luliconazole)
This Brief Summary does not include all the information needed to use 
LUZU safely and effectively. See full Prescribing Information for LUZU.

LUZU (luliconazole) Cream, 1% for topical use
Initial U.S. Approval: 2013

Rx Only

INDICATIONS

LUZU (luliconazole) Cream, 1% is an azole antifungal indicated for the topical 
treatment of interdigital tinea pedis, tinea cruris, and tinea corporis caused by the  
organisms Trichophyton rubrum and Epidermophyton floccosum, in patients  
18 years of age and older.

DOSAGE AND ADMINISTRATION

For topical use only. LUZU Cream, 1% is not for ophthalmic, oral, or 
intravaginal use.

When treating interdigital tinea pedis, a thin layer of LUZU Cream, 1%  
should be applied to the affected area and approximately 1 inch of the 
immediate surrounding area(s) once daily for two (2) weeks.

When treating tinea cruris or tinea corporis, LUZU Cream, 1% should be  
applied to the affected area and approximately 1 inch of the immediate 
surrounding area(s) once daily for one (1) week.

CONTRAINDICATIONS

None.

ADVERSE REACTIONS

Clinical Trials Experience

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 three Phase 3 clinical trials, 616 subjects were exposed to LUZU Cream, 1%: 
305 with interdigital tinea pedis and 311 subjects with tinea cruris. Subjects with 
interdigital tinea pedis or tinea cruris applied LUZU Cream, 1% or vehicle cream 
once daily for 14 days or 7 days, respectively, to affected and adjacent areas. 
During clinical trials with LUZU Cream, 1% the most common adverse reactions 
were application site reactions which occurred in less than 1% of subjects in 
both the LUZU and vehicle arms. Most adverse reactions were mild in severity.

Post-Marketing Experience

The following adverse reactions have been identified during post-marketing  
use of luliconazole cream, 1%: contact dermatitis and cellulitis. 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.

DRUG INTERACTIONS

The potential of luliconazole to inhibit cytochrome P-450 (CYP) enzymes 1A2, 
2C9, 2C19, 2D6, and 3A4 was evaluated in vitro. Based on in vitro assessment, 
luliconazole at therapeutic doses, particularly when applied to patients with 
moderate to severe tinea cruris, may inhibit the activity of CYP2C19 and 
CYP3A4. However, no in vivo drug interaction trials have been conducted  
to evaluate the effect of luliconazole on other drugs that are substrates of 
CYP2C19 and CYP3A4.

Luliconazole is not expected to inhibit CYPs 1A2, 2C9 and 2D6 based on in vitro 
assessment. The induction potential of luliconazole on CYP enzymes has not 
been evaluated.

USE IN SPECIFIC POPULATIONS

Pregnancy: Pregnancy Category C.

There are no adequate and well-controlled studies of LUZU Cream, 1% in 
pregnant women. LUZU Cream, 1% should be used during pregnancy only  
if the potential benefit justifies the potential risk to the fetus.

The animal multiples of human exposure calculations were based on daily dose  
body surface area (BSA) comparisons (mg/m2) for the reproductive toxicology  
studies described in this section and in Section 13.1. The Maximum 
Recommended Human Dose (MRHD) was set at 8 g 1% cream per day  
(1.33 mg/kg/day for a 60 kg individual which is equivalent to 49.2 mg/m2/day).

Systemic embryofetal development studies were conducted in rats and rabbits.  
Subcutaneous doses of 1, 5 and 25 mg/kg/day luliconazole were 
administered during the period of organogenesis (gestational days 7-17) 

to pregnant female rats. No treatment related effects on maternal toxicity or 
malformations were noted at 25 mg/kg/day (3 times the MRHD based on BSA 
comparisons). Increased incidences of skeletal variation (14th rib) were noted  
at 25 mg/kg/day. No treatment related effects on skeletal variation were noted  
at 5 mg/kg/day (0.6 times the MRHD based on BSA comparisons).

Subcutaneous doses of 4, 20 and 100 mg/kg/day luliconazole were 
administered during the period of organogenesis (gestational days 6-18)  
to pregnant female rabbits. No treatment related effects on maternal  
toxicity, embryofetal toxicity or malformations were noted at 100 mg/kg/day 
(24 times the MRHD based on BSA comparisons).

In a pre- and post-natal development study in rats, subcutaneous doses of 
1, 5 and 25 mg/kg/day luliconazole were administered from the beginning 
of organogenesis (gestation day 7) through the end of lactation (lactation 
day 20). In the presence of maternal toxicity, embryofetal toxicity (increased 
prenatal pup mortality, reduced live litter sizes and increased postnatal pup 
mortality) was noted at 25 mg/kg/day. No embryofetal toxicity was noted 
at 5 mg/kg/day (0.6 times the MRHD based on BSA comparisons). No 
treatment effects on postnatal development were noted at 25 mg/kg/day  
(3 times the MRHD based on BSA comparisons).

Nursing Mothers

It is not known whether luliconazole is excreted in human milk. Because 
many drugs are excreted in human milk, caution should be exercised when 
LUZU Cream, 1% is administered to women who are breastfeeding.

Pediatric Use

The safety and effectiveness of LUZU Cream, 1% in pediatric patients have  
not been established. The number of pediatric patients ≥12 years of age  
were too small to adequately assess safety and efficacy.

Geriatric Use

Of the total number of subjects in clinical studies of LUZU Cream, 1%, 8 percent 
were 65 and over, while 1.4 percent were 75 and over. No overall differences 
in safety or effectiveness were observed between these subjects and younger 
subjects, and other reported clinical experience has not identified differences in 
responses between the elderly and younger patients, but greater sensitivity of 
some older individuals cannot be ruled out.

NONCLINICAL TOXICOLOGY

Carcinogenesis, Mutagenesis, Impairment of Fertility

Long-term studies to evaluate the carcinogenic potential of LUZU Cream,  
1% have not been conducted.

Luliconazole revealed no evidence of mutagenic or clastogenic potential 
based on the results of two in vitro genotoxicity tests (Ames assay and 
Chinese hamster lung cell chromosomal aberration assay) and one in vivo 
genotoxicity test (mouse bone marrow micronucleus test).

In a fertility study in rats, subcutaneous doses of 1, 5 and 25 mg/kg/day 
luliconazole were administered prior to and during mating and through early 
pregnancy. Treatment related effects on reproductive function were noted 
in females (decreased live embryos and decreased corpus luteum) at 5 and 
25 mg/kg/day and males (decreased sperm counts) at 25 mg/kg/day. No 
treatment related effects on fertility or reproductive function were noted  
at 1 mg/kg/day (0.1X MRHD based on BSA comparisons).

PATIENT COUNSELING INFORMATION

See FDA-approved patient labeling (Patient Information)

Inform patients that LUZU Cream, 1% is for topical use only.  
LUZU Cream, 1% is not intended for intravaginal or ophthalmic use.

Manufactured for:

Medicis, a division of Valeant Pharmaceuticals North America LLC, 
Bridgewater, NJ 08807

Manufactured by:

DPT Laboratories, Ltd., San Antonio, TX  78215

Product of Japan

Issued: 11/2013
140127

DM/LUZ/13/0005(1)
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Denver — Although relatively healthy
patients taking biologic drugs for psoria-
sis generally face a low risk of infection,
an expert says, patients with additional
risk factors should proceed cautiously.

Because biologic drugs impact the im-
mune system, says Kenneth B. Gordon,
M.D., the most important safety ques-
tion physicians and patients usually
ask is whether these drugs increase in-
fection risks. However, he adds, discuss-
ing safety and risks outside the context of
biologic benefits may needlessly alarm
patients. Dr. Gordon is a professor of der-
matology at Northwestern University
Feinberg School of Medicine, Chicago.

Physicians cannot assess the safety 
of a treatment for a particular patient
in a vacuum, Dr. Gordon says. The way
a physician interprets data strongly im-
pacts what he or she tells patients about
biologic drugs’ safety.

“We try to generalize. But the most
important thing is to think about the
patient in front of you,” he says.

With any therapy, Dr. Gordon says,
“We’re trying to improve the patient’s 
general health. And highlighting one
little area — such as infection, malig-
nancy or cardiovascular disease — as 
a single entity loses the big picture.”

NEXT RISK FACTORS

Key factors that impact the safety dis-
cussion include infection risk over time,
Dr. Gordon says.

“The risk may be different on day
one versus day 144. We must consider 
that when looking at patients’ infection
risk,” he says.

Other important factors include study

designs — observational versus ran-
domized, controlled trials (RCTs), for
example — and how registries express
safety data.

More importantly, “Inclusion and
exclusion criteria have a major impact 
on how we think about infection risk.
RCTs use these criteria, which might
impact the risks we see. Therefore, we 
might have to consult other sources of 
data” in other indications.

Regarding infection risk, particularly
in anti-tumor necrosis factor (TNF) ther-
apies, “There’s a slew of data that is not 
based on psoriasis trials,” Dr. Gordon says.

Evaluating these data requires great
care. For starters, Dr. Gordon says that
the more patients one sees or studies, the
greater the chance of seeing rare events.
To “tease out” these data most effectively,

dermatologists must
look at higher-risk pop-
ulations.

“Patients with pso-
riasis, much to our
luck, are a relatively
low-risk group. To find
high-risk groups of pa-
tients, often we must
go to other indications.
They might provide an
indication of what hap-

pens when you have a high-risk patient,
versus the 25-year-old, otherwise well
patient,” he says.

In a study that assessed infection
risks in patients with rheumatoid ar-
thritis (RA) taking disease-modifying 
antirheumatic drugs, use of 7.5 mg to 14
mg of corticosteroids daily conferred
an adjusted incidence rate ratio of se-
rious infection of 2.1; use of 15 or more 
milligrams daily: adjusted incidence
rate ratio 4.7 (Strangfeld A, Eveslage
M, Schneider M, et al. Ann Rheum Dis. 
2011;70(11):1914-1920).

“Prednisone is probably the worst
player in terms of infection risk among

any of the medications we use, yet we 
use it all the time without thinking
twice,” Dr. Gordon says.

Other risk factors associated with in-
creased infection in the study included
age, chronic lung or renal disease and 
a history of serious infections.

“The key is, the presence of these
multiple risk factors, and other med-
icines, even within the same disease,
drive the risk of infection,” he says.

By the same token, a meta-analysis has
shown that when one adjusts for expo-
sure, patients with psoriasis taking TNF
inhibitors face no more risk of serious
infection than placebo-treated patients
in short-term clinical trials (Dommasch
ED, Abuabara K, Shin DB, et al. J Am Acad

Dermatol. 2011;64(6):1035-1050).

NEXT LONG-TERM IMPACT

Subsequent studies also show an odds 
ratio of around one for serious infec-
tions in patients taking TNF inhibi-
tors long-term (Pariser DM, Leonardi
CL, Gordon K, et al. J Am Acad Derma-

tol. 2012;67(2):245-256; Kimball AB,
Pariser D, Yamauchi PS, et al. J Am 

Acad Dermatol. 2013;68(5):756-764).
“To me, that means that the risk

of infection might always be there,
though it does not increase with longer-
term exposure,” Dr. Gordon says.

More importantly, he says, a Co-
chrane review showed that studies
performed in different countries report
slightly different rates of serious infec-
tions in patients with RA taking TNF
inhibitors (Singh JA, Wells GA, Chris-
tensen R, et al. Cochrane Database Syst

Rev. 2011;(2):CD008794).
“Along with the idea that other risk 

factors increase the patient’s risk for
infection quite significantly, the one
thing I find very important is what hap-
pens with prolonged exposure to bio-
logic therapies in RA,” he says.

Specifically, the comorbidity-ad-
justed rate of serious infections de-
creases over time.

“There’s a slight increase for the first few
months after the initial exposure, then it 
drifts down (Askling J, Fored CM, Brandt 
L, et al. Ann Rheum Dis. 2007;66(10):1339-

INFECTION see page 18

Infection risk from biologics 
deserves careful scrutiny

Patients with risk factors such as 
older age and chronic lung or renal 
disease must be highly vigilant 
for serious infections while on 
biologic drugs, an expert says. 

QUICK READJOHN JESITUS | SENIOR STAFF CORRESPONDENT

“The risk may be different 
on day one versus day 144. 
We must consider that when 

looking at patients’ 
infection risk.”
Kenneth Gordon, M.D.

Chicago
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1344). Is it because the medicines are be-
coming safer?” Dr. Gordon says. “I don’t 
believe so. I believe it’s because many of 
the patients who are at risk already have 
been selected out — they’ve had an infec-
tion, and stopped the treatment.”

A French registry showed a fairly sig-
nificant increased risk in patients on 
TNF inhibitors who took more than 10 
mg daily of prednisone (Salmon-Ceron 
D, Tubach F, Lortholary O, et al. Ann 

Rheum Dis. 2011;70(4):616-623).
“But when you add on a biologic, 

there seems to be an increased risk of 
opportunistic infections as well,” he 
says. “Again, these are almost always 
found in high-risk individuals — that’s 
what we need to think about when we 
are discussing infection risk.”

NEXT SEEKING MORE DATA

As with TNF inhibitors in psoriasis tri-
als, Dr. Gordon says, long-term use of 
ustekinumab in clinical trials does not 
appear to increase patients’ risk of seri-
ous infections. But ustekinumab differs 
from TNF inhibitors, he says, because 
little ustekinumab data exists outside 
of psoriasis populations.

“With ustekinumab, I can’t talk about 
infection risk in other indications and 
in those high-risk individuals. We don’t 
have that data today, but hopefully we 
will get it over time,” he says.

“The clinical trials in psoriasis don’t 
indicate a significant increased risk of 
infection. Is that what I tell a patient? No. 
I tell patients that there is an increased 
risk of infection with these medicines,” 

Dr. Gordon says. “In patients with pso-
riasis who are young and healthy, that 
risk is relatively low. The biggest rec-
ommendation I make to patients is to 
check the things we can check,” such 
as screening for hepatitis and TB, when 
considering biologic therapy.

Once on a biologic drug for psoriasis, 
Dr. Gordon says, “The most important 
message for every patient is, no heroics.”

Dr. Gordon tells every patient using 
a biologic drug for psoriasis that if they 
get a low-level fever, chronic cough or 
illness that lasts longer than seven to 10 
days, they should see him or their pri-
mary care physician and perhaps un-
dergo a chest X-ray.

“When I see a patient who is at higher 
risk,” he says, “such as an uncontrolled 
diabetic, an elderly patient or a patient 
with chronic renal disease, I tell them 
it’s even more important to watch for 
signs of infection than it is for other-
wise healthy patients.” DT

Disclosures: Dr. Gordon has received research sup-

port and/or honoraria from AbbVie, Amgen, Cel-

gene, Eli Lilly, Merck, Novartis and Pfizer.

The presentation of ICD affects sites 
such as the inner and upper thighs and 
buttocks, but spares skin creases, Dr. 
Weinstein explains.

“It tends to be sharply demarcated, 
it can be glazed, and there can be ero-
sions,” she says.

Numerous factors contribute to ICD 
including irritation from urine and stool, 
friction owing to a wet diaper rubbing 
on the skin, friction and irritation from 
diaper wipes, and Candida, according 
to Dr. Weinstein.

In addition, occlusive diapering over-
hydrates the skin, making it more prone 
to friction, Dr. Weinstein notes. Diapered 
skin has an elevated pH level, and this el-
evation triggers enzymes that damage the 
epidermis. The presence of diarrhea also 
worsens the ICD, for the content and consist-
ency of feces may further irritate the skin.

Treating ICD involves frequent diaper 
changes, gentle cleansing such as sitz 
baths, the avoidance of harsh rubbing, 
and the liberal use of barrier creams like 

zinc oxide with every diaper change.
“Put on the zinc oxide in a thick fashion, 

like you would frosting,” Dr. Weinstein 
says, adding that barrier creams should 
be routinely applied if the baby is at high-
risk of recurrence of diaper dermatitis.

When hemangiomas are present, treat-
ment with beta-blockers should be initi-
ated, Dr. Weinstein advises. Presentations 
like ulcers have to heal. If antimicrobial 
agents or topical corticosteroids are being 
applied, a cream base will more easily 
permit the application of zinc oxide on 
top of these agents.

Clinicians should exercise caution 

when using combination products such 
as mixtures of cortisones and steroids. 
They should pay attention to the differ-
ent types and strengths of medications 
in a combination product.

“Sometimes we use ointment bases, 

and you aren’t able to place zinc oxide on 
top of these bases,” Dr. Weinstein says.

Healing skin should not come into con-
tact with urine or feces, and the choice 
of cleansers should be at the discretion 
of parents, she says. DT

Disclosures: Dr. Weinstein reports no relevant

financial interests.

INFECTION:

Multiple factors inf uence infection risk, should be considered together from page 17

DIAPER DERMATITIS:

Recognize contributing factors will help you develop effective treatment plan from page 14

“The one thing I 
find very important 
is what happens 
with prolonged 
exposure to 
biologic therapies 
in RA.”
Kenneth Gordon, M.D.

Chicago

One of the rare conditions that leads to 
diaper dermatitis includes Langerhans 
cells histiocytosis, a condition where there 
is also scalp involvement.
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NOW APPROVED
  for adolescents ages 12 and older 

with scalp plaque psoriasis1

INDICATION AND USAGE

Taclonex® Topical Suspension is indicated for the topical treatment of plaque psoriasis of the scalp and body in patients 

18 years and older and for plaque psoriasis of the scalp in patients 12 to 17 years. Patients 18 years and older should not 

use more than 100 g per week and patients 12 to 17 years should not use more than 60 g per week. 

IMPORTANT SAFETY INFORMATION

Taclonex® Topical Suspension is not for oral, ophthalmic, or intravaginal use and should not be applied to the face, axillae, or 

groin. Do not use if atrophy is present at the treatment site. Do not use with occlusive dressings unless directed by a physician.

If hypercalcemia or hypercalciuria develop, discontinue until parameters of calcium metabolism normalize. Taclonex® can 

cause reversible hypothalamic-pituitary-adrenal (HPA) axis suppression with the potential for clinical glucocorticosteroid 

insuffi ciency. If HPA axis suppression is documented, gradually withdraw the drug, reduce the frequency of application, or 

substitute with a less potent steroid. Cushing’s syndrome and hyperglycemia may also occur in adults. Pediatric patients 

are at a greater risk than adults of systemic toxicity, HPA axis suppression and adrenal insuffi ciency. 

The most common adverse reactions (≥1%) are folliculitis and burning sensation of skin.  

Patients who apply Taclonex® to exposed skin should avoid excessive exposure to either natural or artifi cial sunlight. There are 

no adequate and well-controlled studies of Taclonex® Topical Suspension in pregnant women. Safety and effectiveness of the 

use of Taclonex® Topical Suspension in pediatric patients under the age of 12 years have not been established. 

Please see Brief Summary of Prescribing Information on the following page.

References: 1. Taclonex® Topical Suspension [package insert]. Parsippany, NJ: LEO Pharma Inc.; August 2014. 2. Segaert S, Ropke M. The biological rationale for use of 

vitamin D analogs in combination with corticosteroids for the topical treatment of plaque psoriasis. J Drugs Dermatol. 2013;12(8):e129-e137.

DUAL 

ACTION

Corticosteroid

V
ita mi n D 3 an alo

g

Experience the combined effi cacy and safety of 2 active 
ingredients with Taclonex® Topical Suspension1,2

Learn more about dual action at www.taclonex.com
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Rx Only

BRIEF SUMMARY (See Package Insert for full Prescribing Information).

INDICATIONS AND USAGE: Taclonex® Topical Suspension is indicated for the topical treatment of: 
• Plaque psoriasis of the scalp and body in patients 18 years and older 
• Plaque psoriasis of the scalp in patients 12 to 17 years 

WARNINGS AND PRECAUTIONS: Hypercalcemia and Hypercalciuria: 
Hypercalcemia and hypercalciuria have been observed with use of Taclonex® Topical Suspension. 
If hypercalcemia or hypercalciuria develop, discontinue treatment until parameters of calcium 
metabolism have normalized. The incidence of hypercalcemia and hypercalciuria following 
Taclonex® Topical Suspension treatment of more than 8 weeks has not been evaluated. Effects on 
Endocrine System: Taclonex® Topical Suspension can cause reversible hypothalamic-pituitary-
adrenal (HPA) axis suppression with the potential for clinical glucocorticosteroid insufficiency. 
This may occur during treatment or upon withdrawal of treatment. Factors that predispose a 
patient to HPA axis suppression include the use of high-potency steroids, large treatment surface 
areas, prolonged use, use of occlusive dressings, altered skin barrier, liver failure, and young 
age. Evaluation for HPA axis suppression may be done by using the adrenocorticotropic hormone 
(ACTH) stimulation test. In a trial evaluating the effects of Taclonex® Topical Suspension and 
Taclonex® Ointment on the HPA axis, 32 adult subjects were treated with both Taclonex® Topical 
Suspension on the scalp and Taclonex® Ointment on the body. Adrenal suppression was identified 
in 5 of 32 subjects (16%) after 4 weeks of treatment and in 2 of 11 subjects (18%) who continued 
treatment for 8 weeks. In another trial of 43 subjects treated with Taclonex® Topical Suspension 
on body (including the scalp in 36 out of 43 subjects) adrenal suppression was identified in 3 out 
of 43 subjects (7%) after 4 weeks of treatment and in none of the 36 subjects who continued 
treatment for 8 weeks. In a trial evaluating the effects of Taclonex® Topical Suspension on the 
HPA axis, 31 subjects aged 12 to 17 years were treated with Taclonex® Topical Suspension on 
the scalp. Adrenal suppression was identified in 1 of 30 evaluable subjects (3.3%) after 4 weeks 
of treatment. If HPA axis suppression is documented, gradually withdraw the drug, reduce the 
frequency of application, or substitute with a less potent corticosteroid. Cushing’s syndrome and 
hyperglycemia may also occur due to the systemic effects of the topical corticosteroid. These 
complications are rare and generally occur after prolonged exposure to excessively large doses, 
especially of high-potency topical corticosteroids. Pediatric patients may be more susceptible 
to systemic toxicity due to their larger skin surface to body mass ratios. Use of more than one 
corticosteroid-containing product at the same time may increase the total systemic corticosteroid 
exposure. Allergic Contact Dermatitis with Topical Corticosteroids: Allergic contact dermatitis 
to a topical corticosteroid is usually diagnosed by observing a failure to heal rather than a clinical 
exacerbation. Such an observation should be corroborated with appropriate diagnostic patch 
testing. Allergic Contact Dermatitis with Topical Calcipotriene: Allergic contact dermatitis has 
been observed with use of topical calcipotriene. Such an observation should be corroborated 
with appropriate diagnostic patch testing. Eye Irritation: Avoid eye exposures. Taclonex® Topical 
Suspension may cause eye irritation. Risks of Ultraviolet Light Exposures: Patients who apply 
Taclonex® Topical Suspension to exposed skin should avoid excessive exposure to either natural or 
artificial sunlight, including tanning booths, sun lamps, etc. Physicians may wish to limit or avoid 
use of phototherapy in patients who use Taclonex® Topical Suspension.

CONTRAINDICATIONS: None.

ADVERSE REACTIONS: Clinical Trials Experience: Because clinical trials are conducted under 
widely varying conditions, adverse reaction rates observed in the clinical trials of a drug cannot 
be directed compared to rates in the clinical trials of another drug and may not reflect the rates 
observed in practice. Clinical Trials Conducted in Subjects 18 years and older with Scalp Psoriasis: 
The rates of adverse reactions given below were derived from randomized, multicenter, prospective 
vehicle- and/or active controlled clinical trials in adult subjects with scalp psoriasis. Subjects 
applied study product once daily for 8 weeks, and the median weekly dose was 12.6 g. 
Adverse reactions that occurred in ≥1% of subjects treated with Taclonex® Topical Suspension and 
at a rate higher than in subjects treated with vehicle are presented in Table 1: 

Table 1

Other less common adverse reactions (<1% but >0.1%) were, in decreasing order of incidence: 
acne, exacerbation of psoriasis, eye irritation, and pustular rash. In a 52-week trial, adverse 
reactions that were reported by >1% of subjects treated with Taclonex® Topical Suspension were 
pruritus (3.6%), psoriasis (2.4%), erythema (2.1%), skin irritation (1.4%), and folliculitis (1.2%). 
Clinical Trials Conducted in Subjects 18 years and older with Psoriasis on the Body: In randomized, 
multicenter, prospective vehicle- and/or active controlled clinical trials in adult subjects with  
plaque psoriasis on non-scalp areas, subjects applied study product once daily for 8 weeks. A 
total of 824 subjects were treated with Taclonex® Topical Suspension and the median weekly 
dose was 22.6 g.
There were no adverse reactions that occurred in ≥1% of subjects treated with Taclonex® Topical 
Suspension and at a rate higher than in subjects treated with vehicle. Other less common adverse 
reactions (<1% but >0.1%) were, in decreasing order of incidence: rash and folliculitis. Clinical 
Trials Conducted in Subjects 12 to 17 years with Scalp Psoriasis: In two uncontrolled prospective 
clinical trials, a total of 109 subjects aged 12-17 years with plaque psoriasis of the scalp were 
treated with Taclonex® Topical Suspension once daily for up to 8 weeks. The median weekly dose 

was 40 g. Adverse reactions included acne, acneiform dermatitis and application site pruritus 
(0.9% each).

USE IN SPECIFIC POPULATIONS: Pregnancy: Teratogenic Effects: Pregnancy Category C: Animal 
reproduction studies have not been conducted with Taclonex® Topical Suspension. Taclonex® 
Topical Suspension contains calcipotriene that has been shown to be fetotoxic and betamethasone 
dipropionate that has been shown to be teratogenic in animals when given systemically. There 
are no adequate and well-controlled studies in pregnant women. Taclonex® Topical Suspension 
should be used during pregnancy only if the potential benefit to the patient justifies the potential 
risk to the fetus. Nursing Mothers: Systemically administered corticosteroids appear in human 
milk and can suppress growth, interfere with endogenous corticosteroid production, or cause other 
untoward effects. It is not known whether topically administered calcipotriene or 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 Taclonex® 
Topical Suspension is administered to a nursing woman. The patient should be instructed not 
to use Taclonex® Topical Suspension on the breast when nursing. Pediatric use: Safety and 
effectiveness of the use of Taclonex® Topical Suspension in pediatric patients under the age of 12 
years have not been established. The safety and effectiveness of Taclonex® Topical Suspension for 
the treatment of plaque psoriasis of the scalp have been established in the age group 12 to 17 
years. Two prospective, uncontrolled trials (N=109) were conducted in pediatric subjects age 12 
to 17 years with scalp psoriasis, including assessment of HPA axis suppression in 30 subjects. 
Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater risk 
than adults of systemic toxicity when treated with topical drugs. They are, therefore, also at greater 
risk of HPA axis suppression and adrenal insufficiency upon the use of topical corticosteroids. 
Rare systemic toxicities such as Cushing’s syndrome, linear growth retardation, delayed weight 
gain, and intracranial hypertension have been reported in pediatric patients, especially those with 
prolonged exposure to large doses of high potency topical corticosteroids. Local adverse reactions 
including striae have also been reported with use of topical corticosteroids in pediatric patients. 
Geriatric use: Clinical studies of Taclonex® Topical Suspension in plaque psoriasis on non-scalp 
areas included 124 subjects who were 65 years of age or over, and 36 were 75 years of age or 
over. Clinical studies of Taclonex® Topical Suspension in scalp psoriasis included 334 subjects 
who were 65 years or over and 84 subjects who were 75 years or over. No overall differences in 
safety or effectiveness of Taclonex® Topical Suspension were observed between these subjects 
and younger subjects, and other reported clinical experience has not identified any differences 
in response between elderly and younger patients. However, greater sensitivity of some older 
individuals cannot be ruled out.

DOSAGE AND ADMINISTRATION: Instruct patients to shake bottle prior to using Taclonex® 
Topical Suspension and to wash their hands after applying the product. Apply Taclonex® Topical 
Suspension to affected areas once daily for up to 8 weeks. Therapy should be discontinued when 
control is achieved. Patients 18 years and older should not use more than 100 g per week and 
patients 12 to 17 years should not use more than 60 g per week. Taclonex® Topical Suspension 
should not be used with occlusive dressings unless directed by a physician. Taclonex® Topical 
Suspension is not for oral, ophthalmic, or intravaginal use. Avoid use on the face, groin, or axillae, 
or if skin atrophy is present at the treatment site.

NONCLINICAL TOXICOLOGY: Calcipotriene may enhance the effect of UVR to induce skin tumors. 
Long-term animal studies have not been performed to evaluate the carcinogenic potential of 
betamethasone dipropionate.

PATIENT COUNSELING INFORMATION: See FDA-approved patient labeling (Patient Information 
and Instructions for Use)
Inform patients of the following: 

• Instruct adult patients (18 years and older) not to use more than 100 g per week.
• Instruct pediatric patients (12 to 17 years) not to use more than 60 g per week.
• Discontinue therapy when control is achieved unless directed otherwise by the physician. 
• Do not apply Taclonex® Topical Suspension to the scalp in the 12 hours before or after 

any chemical treatments to the hair. Since hair treatments may involve strong chemicals, 
talk with physician first. 

• If applied to the scalp, do not wash hair or take a bath or shower right after application. 
• Avoid use of Taclonex® Topical Suspension on the face, underarms, groin or eyes. If this  

medicine gets on face or in eyes, wash area right away. 
• Do not occlude the treatment area with a bandage or other covering unless directed 

by the physician. 
• Note that local reactions and skin atrophy are more likely to occur with occlusive use, 

prolonged use or use of higher potency corticosteroids. 
• Wash hands after application. 
• Instruct patients not to use other products containing calcipotriene or a corticosteroid with 

Taclonex® Topical Suspension without first talking to the physician. 
• Instruct patients who use Taclonex® Topical Suspension to avoid excessive exposure to 

either natural or artificial sunlight (including tanning booths, sun lamps, etc.).

MANUFACTURED BY: 
LEO Laboratories Ltd. (LEO Pharma)
285 Cashel Road
Dublin 12, Ireland

,

DISTRIBUTED BY:
LEO Pharma Inc. 
1 Sylvan Way, Parsippany, NJ 07054, USA

LEO, the LEO Lion Design, and Taclonex are registered trademarks of LEO Pharma A/S.
Copyright 2014 LEO Pharma Inc.     TSBR-002     November 2014     Printed in USA

Number and Percentage with Adverse Reactions in Scalp Psoriasis Trials  

(Events Reported by ≥1% of Subjects and for Which a Relationship is Possible)

Event

Taclonex® Topical 

Suspension  

N=1,953

Betamethasone 

dipropionate in vehicle 

N=1,214

Calcipotriene 

in vehicle 

N=979

Vehicle

N=173

Folliculitis

Burning 

sensation 

of skin

# of subjects (%)

16 (1%) 12 (1%) 5 (1%)5 (1%) 0 (0%)

0 (0%)29 (3%)10 (1%)13 (1%)
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“We don’t have prospective data to
support the established dogma,” Dr.
Feldman says. “People have observed
anecdotally that systemic corticoste-
roid use was associated with pustular
flares (of psoriasis) but we don’t know
that the systemic steroids caused those
flares. We also know that many patients
with psoriasis are receiving either short-
term steroid tapers or judicious long-
term, low-dose prednisone for psoriatic
arthritis without apparent ill effects.

“Consider how frequently systemic
steroids are used, as we saw in the
survey, and how little we are seeing in 
the way of acute problems associated
with their use,” he says, noting simi-
larly there are no reports of high rates of
pustular psoriasis in Germany, where 
investigators also found systemic ste-
roids to be regularly prescribed to
manage psoriasis.

Indeed, a German analysis uncov-
ered that corticosteroids were the most
frequently prescribed systemic ther-
apy among psoriasis patients, despite
systemic corticosteroids not being out-
lined in European treatment guide-
lines (Nast A, Boehncke W-H, Mrow-
ietz U, et al. J Dtsch Dermatol Ges. 
2012;10(Suppl 2):S1-S95. Augustin M,
Schäfer I, Reich K, et al. J Dtsch Derma-

tol Ges. 2011;9(10):833-838). 

SYSTEMIC STEROIDS LEFT OUT

Clinical practice guidelines in the
United States and other jurisdictions
do not include systemic steroids as a
therapeutic choice in the treatment of 
psoriasis, Dr. Feldman says.

While Dr. Feldman says he does not
frequently use systemic steroids in pso-
riasis management, clinical practice
guidelines that exclude systemic steroids

are based on anecdotes rather than trial
evidence, and those anecdotes may not
be representative of what normally hap-
pens in general, community use.

The investigators noted that the sur-
vey has limitations: it did not record the
dosing of corticosteroids and did not
record the duration of prescriptions.

Systemic steroids have not been
widely studied as a therapy to manage
psoriasis, and the frequent use of sys-
temic steroids to manage psoriasis, as
evidenced by the data from the survey,
warrant their investigation in clinical 
trials to assess the true nature of the risk
and benefit, according to Dr. Feldman.

Haines Ely, M.D., professor of der-
matology at University of California,
Davis, says he uses systemic steroids
such as dexamethasone for moderate-
to-severe presentations of psoriasis
and agrees that teaching systemic ste-
roids are contraindicated in the man-
agement of psoriasis is unfounded.

“I have no problem with the short-
term use of systemic steroids for psori-
asis,” says Dr. Ely, noting he has never 
seen a case of pustular psoriasis in his 
40 years of practice in dermatology.
“Saying that you don’t give systemic
steroids to treat psoriasis is dogma.”

Dr. Ely’s own approach is to use
low-dose steroids, such as a dosage of 
0.75 mg each morning for 20 days per

month, with 10 days off, in addition 
to pentoxifylline 400 mg three times 
daily, taken with food.

SHORT-TERM APPROACH

This treatment approach — which Dr. 
Ely presented at a session at the an-
nual meeting of the American Acad-
emy of Dermatology in the prebio-
logic era of 1996 — is aimed at elim-
inating tumor necrosis factor (TNF)-
alpha. Dr. Ely says this combination 
completely eliminates TNF-alpha 
and can be used as a predictor of who 
will benefit from biologic agents.

“No one wants to put a patient on 
systemic steroids for life,” says Dr. 
Ely, noting the duration of this treat-
ment approach is no more than six 
months.

Joel Schlessinger, M.D., a board-
certified dermatologist in Omaha, 
Nebraska, and president, LovelySkin.
com, says the side effects associated 
with systemic steroids make them an 
undesirable therapeutic option for 
long-term use.

While he says he has not person-
ally seen a case of pustular psoriasis 
associated with systemic steroid use, 
he has witnessed a host of other con-
ditions linked to its use, such as diabe-
tes, avascular necrosis of the hip, and 
dramatic psoriasis flares.

“Using steroids with their signifi-
cant, attendant morbidity is clearly a 
reason to not adopt the practices sug-
gested by this article,” Dr. Schlessinger 
says. “There is no doubt that steroid 
use in a lifelong condition like psoria-
sis can and will lead to significant mor-
bidity. For this reason, encouraging the 
use of steroids as a treatment for pso-
riasis is unwarranted in my opinion.”

Dr. Schlessinger adds that this anal-
ysis reflects, in part, a time when bi-
ologic agents were not available and 
— faced with patients with limited re-
sources — physicians may have cho-
sen to prescribe systemic steroids. DT

Disclosures: Dr. Feldman has received fees for 

speaking and consulting, and/or research support 

from Amgen, AbbVie, Celgene, Galderma, Jans-

sen, Novartis and Pfizer. Dr. Schlessinger has con-

ducted clinical research for companies that manu-

facture biologic agents. Dr. Ely reports no relevant 

financial interests.

SYSTEMIC STEROIDS:

Use in psoriasis is frowned upon in guidelines but common in United States from page 1

Data from a recently published 

study reveal systemic steroids 

are often the choice of therapy 

for clinicians based in the United 

States who treat psoriasis, yet 

this practice is not endorsed in 

clinical practice guidelines.

QUICK READ

“People have observed anecdotally that 
systemic corticosteroid use was associated 
with pustular flares (of psoriasis) but we 

don’t know that the systemic steroids 
caused those flares.”
Steven Feldman, M.D., Ph.D.

Winston-Salem, N.C.

ES532499_DT1214_021.pgs  11.19.2014  21:19    ADV  blackyellowmagentacyan

http://dermatologytimes.modernmedicine.com/


®

DECEMBER 2014  ∕  DERMATOLOGYTIMES.COM

22 CLINICAL DERMATOLOGY

basic steps such as using tap water to
cleanse wounds, to emerging thera-
peutic areas, such as cell therapies and
light therapies for woundcare.

“If your tap water is drinkable, it’s
OK to use it to clean wounds,” Dr. Phil-
lips says.

In woundcare, as in other areas of
medicine, there is concern about over-
use of antibiotics. Research suggests
there is no advantage to using topical
antibiotics such as bacitracin in sur-
gical wounds. A study that compared
the use of white petrolatum to baci-
tracin ointment in postoperative care 
showed infection rates were compa-
rable between the two and white pet-
rolatum carried minimal risk of pro-
ducing contact dermatitis (Smack DP, 
Harrington AC, Dunn C, et al. JAMA. 
1996;276(12):972-977).

SUTURES AND ALTERNATIVES

Regarding sutures, Dr. Phillips cites a 
study that found no difference in cos-
metic outcome when sutures were per-
formed or not performed following a
punch biopsy. It has been traditional
practice to suture punch biopsies.

Investigators looked at 4 mm bi-
opsies and 8 mm biopsies. Patients,
however, expressed a preference for
using sutures after an 8 mm biopsy
was performed.

“It will save time and money, for you
as well as the patients, if you don’t have
to use sutures,” Dr. Phillips says.

Some alternatives to sutures include
glues. Dr. Phillips says glues are partic-
ularly suitable in surgical wound clo-
sure for pediatric patients who have ex-
perienced traumatic lacerations.

“They take less time and are less
painful,” she says.

An analysis of randomized, con-
trolled trials in deep surgical wounds,

however, found sutures were signif-
icantly better than tissue adhesives,
producing less dehiscence and being
significantly faster to use (Coulthard
P, Esposito M, Wor t h ing ton H V,
et al. Cochrane Database Syst Rev. 
2010;(5):CD004287).

MAINTAINING MOISTURE

A general principle in woundcare is to 
keep wounds moist, Dr. Phillips stresses.
Data involving shave biopsy sites, Mohs
surgical sites and split thickness donor
sites all support the importance of main-

taining moisture to
accelerate healing in 
acute wounds.

“If you keep the
wound moist, it will
hea l  fa ster,”  she
says.

Compression re-
mains the mainstay 
in the treatment of
venous leg ulcers,
Dr. Phillips says.

“Compression is
better than no compression, and high
compression is better than low com-
pression,” she says. “The challenge
is getting patients to keep compres-
sion on their wounds. We need bet-
ter modes of compression.”

Depending on the t ype of com-
pression, patients may find compres-
sion too tight, too hard to put on or
don’t like wearing it, Dr. Phillips ex-
plains. Chronic venous leg ulcera-
tion is better managed with surgical
treatment of incompetent veins and
compression than with compression
alone. One study found 12-month re-
currence rates of ulcers were signifi-
cantly decreased in patients who un-
derwent compression and surgery
compared to surgery alone (Barwell
JR, Davies CE, Deacon J, et al. Lancet. 
2004;363(9424):1854-1859).

“You can treat superficial venous in-
sufficiency with surgery and compres-
sion,” Dr. Phillips says.

ORAL DRUG OPTIONS

Oral medications are another op-
tion for managing venous ulcers. A 
meta-analysis of randomized trials 
found that pentoxifylline was more 
effective than placebo in treating ve-
nous ulcers (Jull AB, Arroll B, Parag 
V, Waters J. Cochrane Database Syst 

Rev. 2012;12:CD001733).
“The bottom line is that it’s an ef-

fective adjunct to compression in the 
treatment of venous ulcers,” she says.

The caution with the use of pen-
toxifylline is that it can produce gas-
trointestinal side effects, so clini-
cians should start with a lower dose, 
aiming to t itrate to 800 mg three 
times daily, Dr. Phillips says.

F lavonoids have a lso demon-
strated benefit in improving venous 
leg ulcers, according to a review of 
several trials (Scallon C, Bell-Syer 
SEM, Aziz Z. Cochrane Database Syst 

Rev. 2013;5:CD006477).
One novel approach to treating 

venous leg ulcers is the use of cho-
lesterol-lowering agents, which are 
thought to accelerate wound heal-
ing, counteract hy pox ia and pro-
duce immune-modulating actions. 
One study found that simvastatin, as 
an adjunct to standard woundcare, 
was linked to significantly enhanced 
healing (Evangelista MTP, Casinta-
han MFA, Villafuerte LL. Br J Derma-

tol. 2014;170(5):1151-1157).

LASER AND LIGHT

New therapies such as light-activated 
tissue repair and lasers are making in-
roads in woundcare, Dr. Phillips says.

Another area of interest is spray-ap-
plied cell therapy using human allo-
geneic fibroblasts and keratinocytes to 
treat chronic venous leg ulcers (Kirsner 
RS, Marston WA, Snyder RJ, et al. Wound 

Repair Regen. 2013;21(5):682-687).
“Patients exposed to the cell therapy 

did better (than those who were not),” 
Dr. Phillips says. “This (spray) is a fast 
way to apply cell therapy to wounds.”

Bone marrow-derived mesenchy-
mal stem cells are also emerging as an-
other means to heal chronic wounds, 
she says. DT

Disclosures: Dr. Phillips reports no relevant financial

interests.

WOUNDCARE:

Stem cells, lasers enter armamentarium for wound treatment  from page 1

Woundcare options today 

ranges from looking for suture 

alternatives to seeking better 

modes of compression to 

manage venous leg ulcers.

QUICK READ

“The challenge is getting 
patients to keep compression 
on their wounds. We need 

better modes of 
compression.”
Tania Phillips, M.D.

Boston
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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.
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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��
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TOPICORT® (desoximetasone) Topical Spray, 0.25%
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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�
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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 ��	����
 ��	����


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�����
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Recent data suggests that visible and infrared wavelengths as well 

as pollution can trigger oxidative stress, which mimics the dele-

terious effects of UV light, according to a presenter at the recent 

annual meeting of the American 

Society for Dermatologic Surgery. 

A clinical study demonstrated that 

women who live in urban areas 

with high levels of particulate 

matter and pollution had a 22 per-

cent increase in pigmented spots — lentigines — and significantly 

more coarse wrinkling. Topical applications of antioxidants and 

DNA repair enzymes have potential to be helpful treatment tools. 

READ MORE: 

bit.ly/targetpollution

The goal of a masking 
fragrance is to give the 
perception that the 
product is unscented. 
T us, unscented does not 
mean fragrance-free, but 
rather, smell-free.”

Zoe Diana Draelos, M.D.
Durham, N.C.

On the differences and purposes 
for product fragrances
See story, page 31

QuotableDTExtra
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Differences among fragrances; 
toothpastes for sensitive teeth and cheilitis

Physicians today are using improved 
protocols in laser treatment to improve 
the appearance of scars.

Jill S. Waibel, M.D., a dermatologist at
Miami Dermatology & Laser Institute, says 
ablative fractional lasers are the mainstay 

of scar rehabilitation. 
Dr. Waibel was one 
of several authors 
of a 2014 consensus 
statement about ab-
lative fractional laser 
resurfacing of burn 
and traumatic scars. 
“Laser scar therapy, 

particularly fractional ablative laser resur-
facing, represents a promising and vastly 
underused tool in the multidisciplinary 
treatment of traumatic scars,” Dr. Waibel 
and co-authors concluded.

According to Dr. Waibel, every scar —
acne, burn, traumatic and surgical — is
improved by laser. She also notes that

evidence is emerging that shows keloid
is actually a disease (not a type of scar)
with epigenetics consistently showing
six genes observed in patients with kel-
oids.

The fractional laser creates a small
wound (120 µ) that is healed readily by
the body with the appearance of almost-
normal skin — both clinically and his-
tologically, Dr. Waibel says. Despite this
refined tool, laser treatment protocols re-
quire a skilled hand.

“At a recent meeting a colleague said
it best — there is no recipe, but it is for
gourmet chefs!” Dr. Waibel says. “Espe-
cially work on severe burn and traumatic

Current trends in scar treatment
INGRID SCHAEFER SPRAGUE | STAFF CORRESPONDENT

Physicians are using improved 
protocols with to treat burn, 
traumatic, surgical and acne scars. 
Determining the best course of 
treatment requires considering 
scar thickness, age, location, skin 
type and co-morbid conditions.

QUICK READ

Dr. Waibel

22
PERCENT

The number of 
women in urban 
areas who saw 
an increase in 
lentigines and 
coarse wrinkling

A 19-year-old female 
patient who suffered 
second- and third-
degree burns from a 
bonfire explosion, before 
(left) and after four laser 
treatment sessions.

Photos: Jill S. Waibel, M.D.

SCARS see page 26
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scars should be reserved for those board-
certified dermatologists and plastic sur-
geons who have a solid understanding
of laser physics, tissue interactions and
scar physiology.”

Michael S. Kluska, D.O., a plastic and
reconstructive surgeon at The Center for
Plastic and Cosmetic Surgery, Greens-
burg, Pennsylvania, also uses lasers for
scar treatment, reserving surgery for
scars that are recalcitrant to first-line
therapy. However, “Painful scars that
restrict motion and have been refractory
to conservative management, including
topical creams, steroids, dermabrasion
and laser, usually will require some type
of revision,” he says.

SCAR TREATMENT

To determine the best course of treatment,
specifics of the scar need to be consid-
ered, including thickness, age of scar, lo-
cation, skin type and co-morbid medical
conditions. For erythematous scars, Dr.

Waibel prefers to first use either a pulsed
dye laser or an intense pulsed light de-
vice (broad band light/BBL). She generally
will then use either CO2 or erbium frac-
tional ablative laser, matching the depth
in microns to the approximate depth of
the scar, with a recommended low den-
sity of about 10 percent. For more severe
scars, Dr. Waibel will often use laser-as-
sisted delivery of triamcinolone or 5-fluor-
ouracil after fractional ablative laser to
synergistically break down scar tissue.

Dr. Kluska’s normal protocol for
treating scars that are symptomatic in-
cludes topical steroid cream for two to
three months, injectable steroids (if scar
is refractory to topical steroids), IPL/RF
for two to five treatments, and, if no re-
sponse, surgical revision.

“Surgical intervention is primarily
reserved for scars that become symp-
tomatic to the patient,” Dr. Kluska says.

After three or four laser sessions, if the
scars are under tension they may bene-

fit from Z-plasty, W-plasty or release sur-
gery, says Dr. Waibel, who notes she often
does a laser revision after the surgery.

“Laser and minimal surgery de-
creases morbidity for the patients, is
more effective and a cost-effective ap-
proach to treating scars,” Dr. Waibel says.

Revision surgery improves scars by re-
leasing tension, but also produces a scar,
yet one that may be less conspicuous.

“I inform all of my patients that ‘once
a scar, always a scar’ and that they will
always have some type of scar that will
remind them of their surgery,” Dr. Kluska
says. “I also inform them that scar heal-
ing is a bit unpredictable and that some
patients may develop hypertrophic or
keloid scarring no matter what treat-
ment option is used.

Dr. Waibel agrees. “Any time surgery
is performed, whether plastic surgery or
for a medical cause, the defect will re-
sult in a scar.”

SCARS:

Improved protocols with lasers are advancing scar treatment from page 25

SCARS see page 28

A 9-year-old male 
patient from Bahrain 
who suffered burns 

from a house fire, 
and his progress 

after six laser 
treatment sessions 
(Note: flattening of 

skin). This patient is 
a work-in-progress 
and will return for 
more treatments.

Photos: Jill S. Waibel, M.D.
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PREVENT AND IMPROVE

Several studies show early treatment of
scars — either intraoperatively or on the
day of suture removal — will help to pre-
vent scars, Dr. Waibel says.

“Surgical scars can also be treated with
a combination of lasers as soon as the der-
matologist notes that the scar has subop-
timal healing,” she says. “Scars develop
hypertrophy months after the procedure.
Hypertrophy with surgical scars is most
common and a challenge to treat in the
mid-chest and shoulder areas.”

For surgical scars, vascular lasers are
used at lower fluences and are thought to
cause platelet-mediated mechanism for
scar improvement, says Dr. Waibel. “Frac-
tional lasers appear to stimulate a tissue
remodeling response with production of
matrix proteins including collagen types
3 and possibly elastin.”

CHALLENGES IN SCAR TREATMENT

Burn and traumatic wounds are the most
challenging to treat because these are
typically the worst scars seen in clinical
medicine, says Dr. Waibel. “Scars that are
formed after explosion injury (often seen in
the military with IEDs) and burn injuries
cause thermal damage to tissue that ex-
tends both laterally and deep in the skin,”
she says. “Often up to 90 percent or more
of the body surface is involved. Scars that
heal from this injury have a plethora of dif-
ferent morbidities in the same scar, includ-
ing residual ulcers, erythema, hypopig-
mentation, hyperpigmentation, increased

scar thickness and decreased range of mo-
tion. Also, many patients suffer with in-
tense pain and pruritus.”

These scars take the most expertise to
treat, says Dr. Waibel. “Often I use five or
six different lasers in the same sessions,
but with a very light touch. The treatment
is customized to the scar.”

One of Dr. Waibel’s preferred tools in
the treatment of severe burn and trau-
matic scar is SCAAR FX, a new software
upgrade on the Lumenis UltraPulse CO2

laser that provides 150 mJ per pulse.
“Scars on the back of a wounded war-

rior or severe injury may be 4 cm to 6 cm
in thickness,” Dr. Waibel says. “When this
situation occurs, we needed a fractional
ablative laser that could go deep to va-
porize the excess scar tissue. I tend to use
SCAAR FX on deep atrophic acne scars
and severe hypertrophic scars.”

EARLY LASER INTERVENTION

Dr. Waibel’s recent focus involves scar pre-
vention by early laser intervention.

“My inspiration for this work has come
from the parents of burn children,” Dr.
Waibel says. “The first child I treated three
months after a severe burn injury was a
2-year-old from New York. Her mother
… flew down and looked me in the eyes
and said, ‘What would you do to your own
child?’ Having four children, I replied I
would lase them, gently, and so we did
with this beautiful little girl and her scar
was almost erased.”

Since then Dr. Waibel has treated about

300 patients within the first three months 
of severe injury with “great results.” Dr. 
Waibel is currently conducting a clini-
cal trial with Lutronic CO2 and LED light 
sources looking prospectively at early 
laser intervention. 

“At a cellular level I think it changes 
the wound-healing milieu and turns off 
some of the cytokine storm that creates 
the massive excess collagen deposition by 
fibroblasts in severe wounds,” she says. 
“The laser is a lot like turning off your 
computer, it appears to reset the tissue.”

In other research for future applica-
tions, Dr. Waibel says she has a team ex-
amining the application of stem cells to 
acute burns to grow “new skin.” She is also 
exploring the possibility of real time im-
aging since current ultrasound technol-
ogies aren’t deep enough.

With regard to patient expectations, 
Dr. Waibel informs patients that she will 
improve their scars, but cannot make 
them perfect. 

“‘Better’ is our key word — with this 
being said, with every laser treatment, 
scars keep getting better,” she says. “We 
typically treat for three to five sessions, but 
on many occasions we have treated seven 
to nine sessions and the results keep get-
ting better. Just last week the first burn 
patient I treated, and — I believe — the 
first ever (reported) treated with frac-
tional laser, came for treatment … from 
Ohio. She is proof that the laser treatment 
of burn and traumatic scars is powerful 
and permanent.” DT

Dr. Waibel has conducted clinical trials, been a 

speaker and/or has received equipment support 

from Alma, DUSA, L’Oreal, Palomar, Sciton, Sound 

Surgical Technologies/Solta, Syneron/Candela, 

and Zeltiq. She is co-inventor of intellectual prop-

erty at the University of Miami and, in this position, 

may gain royalties from future commercialization 

of technology. 

SCARS:

Improved protocols with lasers are advancing scar treatment from page 26

The first burn patient 
treated by Dr. Waibel with 

fractional laser (nonablative) 
in 2006 (This patient has 

been reported in literature). 
At nearly 10 years later, no 

additional treatments are 
necessary. The treatment 

delivered powerful and 
permanent results.

Photos: Jill S. Waibel, M.D.

“Often I use five or six different lasers 
in the same sessions, but with a very 

light touch. The treatment is 
customized to the scar.”
Jill S. Waibel, M.D.

Miami
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VALCHLOR® and VALCHLOR Support™ are trademarks of Actelion Pharmaceuticals Ltd.

© 2014 Actelion Pharmaceuticals US, Inc. All rights reserved. VAL-00130 0814

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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AMONG FRAGRANCES
THE DIFFERENCES, BENEFITS

The goal of a masking fragrance

is to give the perception that

the product is unscented. Thus,

unscented does not mean

fragrance-free, but rather smell-

free. However, most products

are deliberately scented to imply

certain aspects of their function-

ality. For example, consumers

believe that citrus-fragranced

household cleansers work better

than unscented cleansers. Dandruff

shampoos that have a menthol

medicinal smell are thought to

alleviate itch better than unscented

shampoos. Fragrance can also

be used to imply the presence of

an ingredient, such as a product

containing strawberry extract can

be fragranced like strawberries. The

fact remains that consumers believe

products work better with certain

scents! This places tremendous

importance on the very primitive

olfactory center of the brain.

Q: 
Do toothpastes for sensitive 

teeth encourage cheilitis and 

dry mouth?

A: 
Dry mouth and dry lips are 

a common complaint from 

postmenopausal women. These 

patients seek dermatologic assist-

ance because this is an extremely 

challenging condition to treat. 

Toothpaste selection is important 

Zoe Diana Draelos, M.D., is a 

Dermatology Times editorial 

adviser and consulting professor 

of dermatology, Duke University 

School of Medicine, Durham, N.C. 

Questions may be submitted via 

email to zdraelos@

northstate.net

COSMETIC 

CONUNDRUMS

in the treatment of dry mouth and

dry lips, but the sensitive teeth

formulations do not appear to be

problematic.

Toothpastes for sensitive teeth

are designed to seal dentine

tubules and reduce tooth sensitivity

through the use of nanoparticle

hydroxyapatite. The nanopar-

ticle hydroxyapatite is intended to

increase the transport of calcium

back into the dentin tubules and

reduce sensitivity. An older formu-

lation of toothpaste for sensitive

teeth was based on strontium chlo-

ride. In this toothpaste, the stron-

tium chloride precipitated from the

toothpaste along with phosphate

and calcium from the saliva in the

dentin tubules. With continued

use, more precipitation occurred

eventually plugging the tubules and

preventing pain.

Tooth sensitivity in an aging

population arises because of gum

recession that exposes the tooth

roots. These roots are covered with

a soft protective material known as

cementum, which is easily softened

by acids and can be removed by

abrasives. Acids are present in foods,

especially soft drinks, sport drinks,

and fruit juices. Wine, salad dress-

ings and vinegar are also highly

acidic foods that are damaging to

the teeth until rinsed thoroughly

with saliva. Once the cementum is

removed, pathways connecting the

tooth to the nerve are open allowing

for sensitivity.

These tooth sensitivity tooth-

pastes do not appear to be opera-

tive in persons with dry mouth and

dry lips. Flavoring agents such as

cinnamon and peppermint may

be more important in the formu-

lation for mouth and lip condi-

tions than the tooth sensitivity

 ingredients. DT

Q: 
What is the difference between 

a fragrance and a masking 

fragrance?

A: 
Fragrances and masking 

fragrances are one and the 

same, but have a different purpose. 

Fragrances are designed to create 

a perceivable pleasant smell while 

masking fragrances are designed 

to mask a bad smell creating a 

neutral smell. 

Some commonly used raw mate-

r ia l s have a fou l odor t hat mu st 

be covered to increase consumer 

acceptability. Examples include the 

odor of ammonium thioglycolate, 

accounting for the rotten egg smell 

of permanent hair-waving solutions, 

which requires a masking fragrance 

to al low t he consumer to sit w it h 

t he solut ion on t he hair. A not her 

example is the quaternized nitrogen 

compounds, also known as quats, 

c om mon l y fou nd i n ha i r  c ond i-

t ioners. These require some t y pe 

of mask ing fragrance. Even some 

surfactants used to cleanse the skin 

and hair require a masking fragrance 

for consumer acceptance.

“The fact remains 
that consumers 
believe products 
work better with 
certain scents.”
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39 SECONDARY SKIN CANCER RISK

BRAF inhibitors can trigger undesired, 
paradoxical activation of the cell cycle

A new genomic diagnostic test (myPath 
Melanoma, Myriad Genetics) is a highly 
accurate tool for discriminating between 
malignant melanoma and benign nevi, 
according to results of a validation study 
presented at the annual meeting of the 
American Society of Clinical Oncology.

The test is performed using formalin-
fixed paraffin-embedded tissue sections 
of melanocytic lesions and analyzes the 
expression of 23 genes. The gene signa-
ture was created in a development study 
that included 254 melanomas and 210 
benign melanocytic nevi. The validation 

study was conducted using 211 melano-
mas and 226 nevi and showed the test 
had 90 percent sensitivity and 91 per-
cent specificity for differentiating be-
tween the two lesion types.

In November 2013 an early ac-
cess program was launched t hat 
brought the test into the hands of a 
select group of dermatopathologists. 

The experience of these initial users 
shows that the gene signature test 
provides diagnostic information in-
dependent of histopathology and that 
it has led to modifications in diagno-
sis and physician recommendations 
for management.

AN ADDITIONAL TOOL

“One might assume the test would have 
its greatest application for evaluating dif-
ficult to diagnose lesions. However, the 
early users have found it also can gener-
ate a clinically useful result in seemingly 
straightforward cases, causing them to 
take a second look at the histopathology 
that may lead to a new observation,” says 
Colleen Rock, Pharm.D., Ph.D., medical 
science liaison, Myriad Genetic Labo-
ratories, Salt Lake City.

“The genomic assay is not intended 
to replace histopathology, but we think 
it is a valuable addition to the dermat-
opathologist’s toolbox for diagnosing 
melanocytic lesions.”

GENETIC TEST see page 40

Genomic test promising for boosting 
certainty of melanoma diagnoses
CHERYL GUTTMAN KRADER
STAFF CORRESPONDENT

A new diagnostic test showed 90 

percent sensitivity and 91 percent 

specif city for differentiating between 

melanomas and benign melanocytic 

nevi in a validation study.

QUICK READ

By blocking MEK, it 
may be possible to 
prevent the paradox-
ical stimulation of 
the RAS-RAF-MER-
ERK pathway.”

Ashfaq Marghoob, M.D.
Hauppauge, N.Y.

On BRAF inhibitor therapy and 
the risk of secondary skin cancers
See story, page 39

Toxicity from some of today’s newer chemotherapeutic 

agents often emerges on the skin. Dermatologists play 

an important role in the management of these cutaneous 

effects and should work with oncologists to cure and 

prevent them, researchers reported last year in the Eu-

ropean Medical Journal Dermatology. In addition to the 

well-known skin reactions alopecia and mucositis, there 

are others that often develop as a result of chemother-

apy treatment for cancer, including papulopustular follic-

ular rash, hand-foot syndrome (HFSR) and paronychia.
READ MORE: 

bit.ly/chemoskinreactions

“The genomic assay is not intended 
to replace histopathology, but we think 

it is a valuable addition to the 
dermatopathologist’s toolbox.”
Colleen Rock, Pharm.D., Ph.D. 

Medical science liason, Myriad Genetic Laboratories
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Banff, Alberta — Dermatologists 
need to monitor their melanoma pa-
tients who are taking BRAF inhibi-
tors, for they are at risk of develop-
ing multiple squamous cell carcino-
mas (SCCs) and even new primary 
melanomas, according to an asso-
ciate attending physician at Memo-
rial Sloan-Kettering Cancer Center, 
New York.

Speaking at the 8th annual Cana-
dian melanoma conference held here 
recently, Ashfaq Marghoob, M.D., a 
board-certified dermatologist and 
director of Memorial Sloan-Kettering 
Regional Skin Cancer Clinic in Haup-
pauge, N.Y., described the paradoxi-
cal activation of the cell cycle that can 
occur while patients with melanoma 
are on BRAF inhibitor therapy to treat 
their disease.

The RAS family of proteins relay 
signals from outside the cell to the 
cell’s nucleus by interacting with 
BRAF, which in turn stimulates MEK, 
which stimulates ERK, eventuating in 
cell division.

Mutated BRAF can cause the cell 
cycle to stay active resulting in in-
creased cell division; thus, it stands 
to reason that the administration of 
a BRAF inhibitor should shut down 
this process.

W hile BR AF inhibitors can halt 
the cell cycle, there are situations 
in which these agents can paradox-
ically activate the cell cycle. This is 
believed to occur in certain situa-
tions such as when there is a mu-
tation in one of the R AS proteins. 
In the presence of such a mutation, 
BR A F appea rs to d i mer i z e w it h 

CRAF, and the resultant stimulated 
CR A F can, in turn, by pass BR A F 
blockade, causing the cell cycle to 
remain active.

“In the presence of mutations such 
as HRAS and NRAS, the door opens 
for the development of secondar y 
skin cancers, including squamous 
cell carcinoma and melanoma,” Dr. 
Marghoob says.

Adding a downstream MEK inhib-
itor may prevent the development of 
these secondary skin cancers in pa-
tients taking a BRAF inhibitor, Dr. Mar-
ghoob says.

“By blocking MEK, it may be possi-
ble to prevent the paradoxical stimu-
lation of the RAS-RAF-MER-ERK path-
way,” Dr. Marghoob says.

Studies have demonstrated that 
the addition of a MEK inhibitor re-
sults in a lowering of the number 
of SCCs that develop in patients on 
BRAF inhibitors.

“Time will tell if the addition of a 
MEK inhibitor to BRAF inhibitor ther-
apy will also result in the develop-
ment of fewer new primary melano-
mas and reduction in t he rate of 
changing nevi,” Dr. Marghoob says.

It has been observed that patients 
on BRAF inhibitor therapy develop 
frequent changes in their nevi with 
nevi disappearing, new nevi appear-
ing and existing nevi becoming larger 
or darker, Dr. Marghoob explains.

“When you follow patients who are 
on BRAF inhibitors, you will see this 
increased nevus volatility or flux,” Dr. 
Marghoob says. “BRAF inhibitor ther-
apy continues to be investigated to 
determine the optimal dosing inter-
vals and combination therapies that 
will produce involution of the primary 
tumor while at the same time prevent-
ing the development of resistance and 
new primary cancers.”

In the meantime, it seems prudent 
for physicians to screen patients for 
skin cancer if they are on a BRAF in-
hibitor, according to Dr. Marghoob.

“One suggestion is that patients be 
screened at baseline and then at one 
month after starting BRAF inhibitor 
therapy, then at two months, at three 
months, and then every three to six 
months thereafter,” Dr. Marghoob says.

Dr. Marghoob referred to a prospec-
tive follow-up of pigmented  lesions 
in metastatic melanoma patients 
on a BRAF inhibitor where digital 
 dermoscopy was employed for sur-
veillance (Perier-Muzet M, Thomas L, 
Poulalhon N, et al. J Invest  Dermatol. 
2014;134(5):1351-1358).DT

Disclosures: Dr. Marghoob reports no relevant

financial interests.

BRAF inhibitor therapy poses 
risk of secondary skin cancers

BRAF inhibitors can trigger 
an undesired, paradoxical 
activation of the cell cycle, with 
the result being the occurrence 
of secondary skin cancers, such 
as squamous cell carcinoma.

QUICK READLOUISE GAGNON | STAFF CORRESPONDENT

“In the presence of mutations such 
as HRAS and NRAS, the door 
opens for the development 
of secondary skin cancers.”
Ashfaq Marghoob, M.D.

New York

“When you 
follow patients 
who are on BRAF 
inhibitors, you will 
see this increased 
nevus volatility or 
flux.”
Ashfaq Marghoob, M.D.

New York

Questions? Comments? 
Give Dermatology Times your 
feedback by contacting us at 
editor@dermatologytimes.com.
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Loren E. Clarke,
M.D., is a dermat-
opathologist and vice
president, medicalaf-
fairs, Myriad Genetic
Laboratories. He tells
Dermatology Times

he believes the new
assay can have a sig-

nificant impact on patient care.
“Its potential to reduce uncertainty

in differentiating between benign and
malignant melanocytic lesions is im-
portant considering that about 1.5 mil-
lion skin biopsies are done annually in
the U.S. to exclude melanoma. If his-
topathology is indeterminate in just 15
percent of those cases, that means there
are 200,000 patients per year who are
without a definitive diagnosis.

“Based on our validation testing and
initial clinical experience, we believe
incorporation of this new test into pa-
thology practice can provide a more in-
formed diagnosis and potentially more 
appropriate management for a signifi-
cant number of patients,” he says.

TEST PERFORMANCE

Development of the test began with a re-
view of the published literature that iden-
tified 79 candidate genes with the poten-
tial to distinguish malignant melanoma
from benign nevi. The list was refined to
40 genes based on their differential ex-
pression (measured by quantitative RT-
PCR) in a set of 31 malignant and 52 be-
nign lesions, and taking into account the
technical reliability of the measurements.

Final refinement of the gene signa-

ture leading to the 23 gene assay was
performed using the training cohort of
464 melanocytic lesions and a forward
selection process in a series of logistic
regression models. The
23 genes in the final sig-
nature represent one gene
involved in cellular differ-
entiation, eight genes in-
volved in immune signal-
ing, five genes with mul-
tiple functions including
immune regulation, and
nine housekeeper genes.

“The excellent diag-

nostic performance of the test can be
understood by the fact that the genes
it analyzes regulate melanocyte differ-
entiation and immune responses that
represent critical differences between 
benign and malignant melanocytic le-
sions,” Dr. Rock says.

Through an analytic algorithm, the
test generates a single numeric score
that can be used as an adjunctive tool

in the diagnosis of melanocytic lesions.
“I think the simplicity of the scoring 

system, combined with the objectivity 
of the quantitative RT-PCR based assay, 

has the potential to improve the 
reliability of melanoma diag-
noses made in pathology labs 
using traditional methods,” 
Sancy Leachman, M.D., Ph.D., 
chairwoman, department of 
dermatology, Oregon Health & 
Science University, Portland, 
tells Dermatology Times. She 
was principal investigator for 
the validation trial.

In the clinical vali-
dation study, the 437 
melanocytic lesions an-
alyzed had diagnostic 
scores ranging from -16.7 
to +11.1. These scores dis-
tributed in a bimodal 
fashion around a pre-de-
fined lesion classification 
cut-off of “0” such that the 
vast majority of malig-
nant lesions had a score 
>0 and the vast major-
ity of benign lesions had 
a score <0. The predic-

tive accuracy of the test was also dem-
onstrated by receiver operating char-
acteristic curve analysis in which the 
area under the curve was 0.96. DT

Disclosures: Dr. Leachman has served on the 

medical and scientific advisory board for Myr-

iad Genetics and was involved in the design of 

the validation study. She reports no other rele-

vant financial interests.

GENETIC TEST:

Diagnostic test discriminates between malignant melanoma and benign nevi  from page 32

“The simplicity of the 
scoring system … has 
the potential to improve 
the reliability of melanoma 

diagnoses made in 
pathology labs.”
Sancy Leachman, M.D., Ph.D. 

Portland, Oregon

voice of the dermatologist

“Fractional lasers appear to stimulate a 
tissue remodeling response with production 
of matrix proteins including collagen types III 
and possibly elastin.”

Jill S. Waibel, M.D., Miami
on laser scar treatment
See story, page 25  

Dr. Clarke
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W
ith high deductible health 

plans on the rise, patients are 

expected to shoulder more 

of the cost of healthcare; yet prac-

tices are finding it difficult to collect. 

Many patients aren’t prepared to pay 

their portion because they don’t under-

stand how their high deductible plan 

works and may be accustomed to pay-

ing small copays at the time of visit. On 

the other hand, staff is often unprepared 

to collect high deductible patient por-

tions and may have no policy in place 

to guide and support their efforts. 

Practices and clinics must change 

how they communicate about and col-

lect patient payments in order to curtail 

the rising age and amount in their A/R 

due to the increase in patient responsi-

bility. One of the first steps is to prepare 

a clear, strong patient financial policy.

By educating and preparing patients 

about what your practice and their in-

surer expects from them financially, you 

improve the odds of collecting in full for 

what you’ve already earned and con-

tracted for. But before you can support 

your staff in enforcing the policy and ed-

ucating your patients, you must create 

the policy! Here are some tips to help 

guide you:

➧ Document your patient financial pol-

icy within your broader existing financial 

policy. There should be a detailed policy 

for internal staff’s eyes only, that guides 

them on steps to take and when excep-

tions can be made. A summary policy 

- the patient financial policy - should be 

crafted for patients to view and sign, out-

lining their responsibility in regard to any 

services not paid for by their carrier.

➧ Use patient-friendly terminology to 

reduce confusion. A lack of understand-

ing of what they owe is cited as one of the 

top four reasons for non-payment.[1] That 

means you may need to explain that they 

could pay for “covered” services if they 

haven’t met their deductible.

➧ Include all the basics, such as: 

when payment is required, how payment 

is accepted, when they can expect to 

be billed, if you will bill secondary insur-

ance, late payment penalties, cancel-

lation or missed appointment fees and 

payment.

➧ Payment plans are often used to 

help patients pay for medical bills in a rea-

sonably timely manner that they can man-

age. How payment plans are laid out 

should be addressed in your larger finan-

cial policy. However, offering them to those 

who indicate they cannot pay in full should 

be done at that time, instead of offering 

specifics in the patient financial policy.

➧ Create a payment safety net by hav-

ing patients on the new healthcare ex-

changes sign a waiver that specifies their 

responsibility to pay for uncovered serv-

Responses to a recent survey indicate that 
the public’s perception of what dermatologists 
actually do falls significantly short of reality. For 
example, the public believes dermatologists 
spend more time performing cosmetic 
procedures than they actually do. “Changing 
the public’s perception to reflect the reality 
of our range of expertise is an important and 
worthwhile long-term goal for our field,” study 
co-author April Armstrong, M.D., of the University 
of Colorado Denver, tells Dermatology Times.
READ MORE: 

bit.ly/dermperceptionsurvey

45

46 TRAIN, RETAIN GREAT STAFF

Dermatologists discuss ways to get 
the best from your employees

AVOID THE HHS WALL OF SHAME

Three takeaways to protect your practice 
learned from one practice’s breach

SUCCESS see page 45

Increase patient collections
by developing a policy for success

Document the results of 
the risk assessment and 
put together a plan to im-
plement additional safe-
guards to protect ePHI.”

Art Gross
President, CEO of Entegration

On protecting your practice from HIPAA 
breaches
See story page 45

Quotable DTExtra

Cheryl Bisera is a marketing consultant, author and 

speaker with extensive experience in marketing and 

business promotion. She is founder of Cheryl Bisera 

Consulting, a California-based image development and 

marketing company that focuses on the healthcare industry. 

Ms. Bisera is also the co-author of The Patient-Centered 

Payoff, published by Greenbranch Publishing.

Practices and clinics 
must change how 
they communicate 
about and collect 
patient payments.

PART 2 OF 4 ARTICLES ON GETTING PAID IN THE NEW HIGH DEDUCTIBLE LANDSCAPE
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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

References: 1. US Food and Drug Administration. Orange Book: Approved Drug 
Products with Therapeutic Equivalence Evaluations. Active ingredient search 
results from “OB_Rx” table for query on “desonide.” http://www.accessdata.fda.
gov/scripts/cder/ob/docs/tempai.cfm. Accessed July 2014. 2. Kircik L, Del Rosso 
J. A novel hydrogel vehicle formulated for the treatment of atopic  dermatitis.         
J Drugs Dermatol. 2007;6(7):718-722. Drugs Dermatol. 2007;6(7):718-722.

About Desonate®

©2014 Bayer HealthCare Pharmaceuticals Inc. Bayer, the Bayer Cross, Desonate and the Desonate logo are registered trademarks of Bayer.  All rights reserved. PP-850-US-0016 | JULY 2014     

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
Manufactured in Canada Rev. July 2014
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ices and have a credit card on file in that 

case. This will offset your risk should they 

fail to pay their premiums and become 

retroactively uninsured.

➧ Always consult with your legal ad-

visor regarding all aspects of both your 

internal and public self-pay policies to 

be sure you are complying with the law 

and operating within the boundaries of 

your payer contracts.

Once you have a strong, patient-

friendly and defined self-pay financial pol-

icy, it’s important that you communicate it 

clearly to patients as well as educate and 

support your entire staff to enforce it.

Most patients want to stay in good 

standing with their physicians finan-

cially. Your practice can help them feel 

good about doing so when they are 

prepared and communicated to clearly 

by friendly, helpful practice staff. Begin 

with your policy, then educate pa-

tients by communicating it in several 

ways (e.g. website and signing at first 

visit) and lastly, get practice leaders 

and staff on board to support the goal 

of getting paid all that you’re owed, 

sooner and faster! DT

[1]  2008 Mckinsey consumer healthcare payment 

survey, quoted in “U.S. Healthcare Payments: 

Remedies for an Ailing System”. www.mckinsey.

com Copyright 1992-2011 McKinsey & Co.

SUCCESS:

Educating patients helps you improve your odds of collecting payments from page 42

B
ack in 2013 Adult & Pediatric Der-

matology of Concord, Mass., was 

hit with a $150,000 HIPAA fine for 

an unencrypted thumb drive that stored 

more than 2,200 patient records and was 

stolen from a staff member’s car. Not 

only did the dermatology group owe the 

hefty sum, it joined the ranks of health-

care providers listed on the Wall of Shame 

where security breaches are reported by 

the Department of Health and Human 

Services Department’s (HHS) Office of 

Civil Rights (OCR). OCR even issued 

a news release calling out APDerm’s 

violation of the HIPAA Privacy, Secu-

rity and Breach Notification Rules.

APDerm earned the dubious honor 

of paying the first fine levied against a 

covered entity for not having policies 

and procedures in place to address the 

breach notification provisions of the 

Health Information Technology for Eco-

nomic and Clinical Health (HITECH) Act. 

Even though APDerm confirmed that the 

stolen thumb drive did not contain sen-

sitive health or financial information, the 

news release spurred negative publicity 

with Google searches still linking APDerm 

to unwelcomed coverage of the incident.

By law, a medical practice must report

lost or stolen electronic protected health 

information (ePHI) to patients within 60 

days of discovery. Breaches of more 

than 500 individuals must be reported to 

the OCR within 60 days as well.

Upon notification, the OCR will con-

duct an investigation of the breach. In 

the case of APDerm, the OCR investi-

gation concluded that the 12-physician 

group had failed to perform “an accu-

rate and thorough analysis of the poten-

tial risks and vulnerabilities to the con-

fidentiality of ePHI (electronic protected 

health information), as part of its security 

management process.”

According to the OCR’s news release, 

issued at the end of 2013, APDerm settled 

the HIPAA violation agreement. However, 

the release pointed out that APDerm had 

not mitigated the risks of ePHI exposure, 

such as encrypting mobile devices and 

thumb drives that stored ePHI. Further, 

APDerm did not have written policies and 

procedures in place, nor staff members 

trained on breach notification require-

ments of HITECH.

PROTECT YOUR PRACTICE

All medical practices need to realize 

they are vulnerable. Mobile devices that 

house sensitive patient information can 

easily be lost or stolen, and practices 

should take steps to reduce risks by per-

forming a risk assessment and identify-

ing potential “leaks.” Here are a few very 

important takeaways from APDerm’s 

cautionary tale:

RISK ASSESSMENT — Make sure 

your organization performs a thorough 

HIPAA risk assessment. The risk as-

sessment should look at all sources/

systems/devices that contain patient 

information and ePHI. Document the 

results of the risk assessment and put 

together a plan to implement addi-

tional safeguards to protect ePHI.

RESPONSE PLAN — Be sure to have 

an incident response plan in the event 

of a security breach. The plan should 

include who will be on the response 

team, what actions the team will take 

to address the breach, and what steps 

they’ll take to prevent another similar 

breach from occurring. Make sure the 

plan is documented and all employees 

are trained on what they need to do.

IMPLEMENT ENCRYPTION — ePHI is 

extremely sensitive information. This in-

formation should be safeguarded. Any 

ePHI on laptops or portable media needs 

to be encrypted. 

The reality is that a majority of HIPAA-

related breaches are due to lost or sto-

len laptops, tablets and smartphones. 

Without these basic protections we are 

going to continue to hear about more 

breaches — and more medical practices 

ending up on the Wall of Shame. DT

How to avoid the HHS ‘Wall of Shame’

Any ePHI on 
laptops or portable 
media needs to be 
encrypted.

Art Gross is co-founder, president 

and CEO of Entegration. He started a 

second company, HIPAA Secure Now!, 

focused on the unique IT requirements 

of medical practices. Email Mr. Gross 

at artg@hipaasecurenow.com
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S
o you have surrounded yourself
with a solid team. How do you
continue to coax the best of your

employees’ attributes and enrich their
growth as staff members? Some fellow
dermatologists weigh in.

A solid staff is not forged overnight.
The process involves foundational
practices, significant orientation, and
an environment of proper mentorship
and coaching. Jody Comstock, M.D., di-
rector of Skin Spectrum in Tucson, Ari-
zona, provides detailed training man-
uals, employment handbooks, and job
descriptions tailored to the new hire.

“They must complete a core com-
petency list before they work on their
own,” she says. These may include a
variety of learning tools and materials,
from electronic medical record (EMR)
online tutorials and OSHA compliance
videos to core competency evaluations
in phone interactions.

Carolyn Jacob, M.D., director of Chi-
cago Cosmetic Surgery and Dermatol-
ogy, utilizes experienced staff mem-
bers to usher new hires into the com-
pany culture and skills.

“We have a designated patient care
team trainer who is compensated for
training, and already performs her du-
ties in a very accurate and complete
manner,” she says.

CROSS-TRAINING NEW HIRES

It is important for staff members, regard-
less of their position or primary function
in the practice, to understand how the
front and back office operate. The front
reception area is the gateway to the prac-

tice, whether by phone or in-person con-
versation. Our new hires at Art of Skin
MD all spend time during their orien-
tation period at the front desk. Recipro-
cally, new front desk staff spends time
in the back office observing all the pro-
cedures that I perform.

Vince Bertucci, M.D., director of Ber-
tucci Medspa in Woodbridge, Ontario,
employs a similar approach in training
front-reception staff.

“Our new front desk office employ-
ees are first asked to review all patient
information documents, then shadow
staff in most parts of the clinic,” he says.

“New employees observe staff
for days to weeks, and develop
their new role under direct su-
pervision, increasing their in-
dependence as skills increase.”

Grooming new hires with
great potential for long-term
employment requires oppor-
tunities for growth and ac-
knowledgement. To some ex-

tent “you get what you pay for,” mean-
ing high-quality new hires often require
appropriate wage compensation. The 
likelihood of employees to remain with
you, however, increases dramatically if
they are respected and can contribute.
Loyalty is built when employees feel
appreciated, that their opinions mat-
ter, and that their ideas may help shape
the growth of the practice.

“We thank staff members at the
monthly office meetings for doing
something outstanding,” Dr. Jacob says.
Dr. Comstock echoes this method of
recognition and reinforces exemplary
work on the spot. “We try to ‘catch’ and
acknowledge great work daily directly
to the staff member,” says Dr. Comstock,
who adds notes of these instances in
personnel files.

EVALUATING, REWARDING EMPLOYEES

Some common themes emerged when
dermatologists were asked about staff
meetings and employee reviews. All of

How to train, retain great staff 

Melanie D. Palm, M.D.,

is director of Art of Skin MD 

in Solana Beach, California

us conduct at least monthly staff meet-
ings and semi-annual employee reviews.
Dr. Jacob says she provides an initial six-
week brief employee review to monitor
progress and address any issues during
the orientation period.

These periodic meetings allow suf-
ficient time to evaluate employee
progress and performance. Staff ap-
preciates feedback. Predictable inter-
vals between performance evaluations
allow sufficient time to identify defi-
ciencies and applaud work well done.

Opinions vary on how to reward staff
for hard work. Performance-based an-
nual bonuses, merit-based annual wage
increases, gift cards, individual recog-
nition, or holiday parties are just some
of the ways you may consider compen-
sating staff. The key is for staff to value
the compensation, rather than it be-
coming an expectation.

Rewards for employees may be less
predictable. Offering opportunities for
continuing medical education, creat-
ing in-office retreats, or providing out-
of-office team building activities are a
few “out of the box” means of showing
staff that you care about them.

Dr. Comstock offered a day of “TED
talk”-style presentations for her staff
that included motivational speakers
and talks themed around beauty. I have
found success in rewarding staff with 
off-campus bonding events for hitting
performance measures or sales goals for
our practice. Recent excursions have in-
cluded a brunch and spa getaway, a din-
ner at the local firehouse with a ride on
the fire truck, and opening day at the
Del Mar Raceway.

At the end of the day, employees re-
ally want to feel valued. Dr. Bertucci
perhaps states it best: “I think that
treating staff with respect is key to re-
taining them.” Remember to give them
appropriate recognition, thank them
for a job well done, and recognize they 
can make your day exponentially eas-
ier, so encourage them to do so. DT

ÒI think that treating 
staff with respect is key 
to retaining them.Ó
Vince Bertucci, M.D.

Woodbridge, Ontario
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Jan Marini launches 
holiday-themed exfoliators
JAN MARINI SKIN RESEARCH has released its limited edition

Holiday Exfoliators, which come in two scents: cranberry orange

and sugar cookie. The exfoliators refine texture, eliminate harsh

abrasives, resurface the skin, and reduce the size of follicles, the

company states. The products are formulated with glycolic acid,

proteolytic enzymes, spherical dissolving bead technology and

antioxidants.

JAN MARINI

www . j a n m a r i n i . c o m

TROPHY SKIN released 

an at-home, portable, mi-

crodermabrasion system

that claims to increase

efficacy by following a

professional protocol, ac-

cording to the company.

Trophy Skin says its at-

home device uses a di-

amond tip to exfoliate

skin, enhance cell turn-

over. It may address

aging, uneven tone and

texture, age spots and

sun damage.

TROPHY SKIN 

www . t r o p h y s k i n . c o m

AT-HOME MICRODERMABRASION SYSTEM 
MAKES SKINCARE EASY

EYE CREAM 
REDUCES WRINKLES, 
DISCOLORATION, 
SWELLING AROUND EYES

MAD HIPPIE

eye cream is 

free of harm-

ful chemicals,

parabens, syn-

thetic color and

fragrance. It

is formulated

with 16 actives 

including pep-

tides, cerami-

des, pomegran-

ate and white

tea that help to

reduce the ap-

pearance of 

wrinkles, swelling around the eyes,

signs of aging and discoloration, ac-

cording to the company.

MAD HIPPIE

www . m a d h i p p i e . c o m

NONSTEROIDAL CREAM 
UPGRADES TO 60 G SIZE

PROMIUS PHARMA now offers 

Promiseb Topical Cream in a new 

60 g box, providing an option for 

fewer refills. The nonsteroidal 

cream is used to manage and re-

lieve the signs and symptoms of seb-

orrheic dermatitis such as redness, 

itching and scaling, according to the

company. Promiseb is an off-white, 

steroid-free, fragrance-free, water-

based emulsion, according to the 

company.

PROMIUS PHARMA

www . p r o m i s e b . c o m
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BOTOX® Cosmetic (onabotulinumtoxinA)
for injection 
(Brief summary of full prescribing information)

Manufactured by: Allergan Pharmaceuticals Ireland
a subsidiary of: Allergan, Inc. 2525 Dupont Dr., Irvine, CA 92612

WARNING: DISTANT SPREAD OF TOXIN EFFECT
Postmarketing reports indicate that the effects of BOTOX® Cosmetic 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, 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 an underlying condition that would predispose 
them to these symptoms. In unapproved uses, including spasticity in children, 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.

INDICATIONS AND USAGE
BOTOX® Cosmetic for injection 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.

BOTOX® Cosmetic is indicated for the temporary improvement in the appearance of moderate to 
severe lateral canthal lines associated with orbicularis oculi activity in adult patients. 

CONTRAINDICATIONS
BOTOX® Cosmetic is contraindicated in the presence of infection at the proposed injection site(s) 
and in individuals with known hypersensitivity to any botulinum toxin preparation or to any of the 
components in the formulation.

WARNINGS AND PRECAUTIONS
Lack of Interchangeability between Botulinum Toxin Products
The potency Units of BOTOX® Cosmetic are specific to the preparation and assay method 
utilized. They are not interchangeable with other preparations of botulinum toxin products 
and, therefore, units of biological activity of BOTOX® Cosmetic cannot be compared to 
nor converted into units of any other botulinum toxin products assessed with any other 
specific assay method.

Spread of Toxin Effect
Postmarketing safety data from BOTOX® Cosmetic 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, 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 related to spread of toxin effects. 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, 
and particularly in those patients who have an underlying condition that would predispose them to 
these symptoms. In unapproved uses, including spasticity in children, and in approved indications, 
symptoms consistent with spread of toxin effect have been reported at doses comparable to or 
lower than doses used to treat cervical dystonia. Patients or caregivers should be advised to seek 
immediate medical care if swallowing, speech or respiratory difficulties occur.

No definitive serious adverse event reports of distant spread of toxin effect associated with 
dermatologic use of BOTOX®/BOTOX® Cosmetic at the labeled dose of 20 Units (for glabellar 
lines), 24 Units (for lateral canthal lines), 44 Units (for simultaneous treatment of lateral canthal 
lines and glabellar lines), or 100 Units (for severe primary axillary hyperhidrosis) have been reported.

No definitive serious adverse event reports of distant spread of toxin effect associated with BOTOX® 
for blepharospasm at the recommended dose (30 Units and below) or for strabismus, or chronic migraine 
at the labeled doses have been reported.

Injections In or Near Vulnerable Anatomic Structures
Care should be taken when injecting in or near vulnerable anatomic structures. Serious adverse 
events including fatal outcomes have been reported in patients who had received BOTOX® injected 
directly into salivary glands, the oro-lingual-pharyngeal region, esophagus, and stomach. Safety and 
effectiveness have not been established for indications pertaining to these injection sites. Some 
patients had pre-existing dysphagia or significant debility. Pneumothorax associated with injection 
procedure has been reported following the administration of BOTOX® near the thorax. Caution is 
warranted when injecting in proximity to the lung, particularly the apices.

Hypersensitivity Reactions
Serious and/or immediate hypersensitivity reactions have been reported. These reactions include 
anaphylaxis, serum sickness, urticaria, soft tissue edema, and dyspnea. If such a reaction occurs, 
further injection of BOTOX® Cosmetic should be discontinued and appropriate medical therapy 
immediately instituted. One fatal case of anaphylaxis has been reported in which lidocaine was 
used as the diluent, and consequently the causal agent cannot be reliably determined.

Cardiovascular System
There have been reports following administration of BOTOX® of adverse events involving the 
cardiovascular system, including arrhythmia and myocardial infarction, some with fatal outcomes. 
Some of these patients had risk factors including pre-existing cardiovascular disease. Use caution 
when administering to patients with pre-existing cardiovascular disease.

Pre-Existing Neuromuscular Disorders
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 BOTOX® Cosmetic (see Warnings and Precautions).

Dysphagia and Breathing Difficulties in Treatment of Cervical Dystonia
Treatment with BOTOX® 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 (see Warnings and Precautions). 

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.

Treatment of cervical dystonia with botulinum toxins may weaken neck muscles that serve as 
accessory muscles of ventilation. This may result in a critical loss of breathing capacity in patients 
with respiratory disorders who may have become dependent upon these accessory muscles. There 
have been postmarketing reports of serious breathing difficulties, including respiratory failure, in 
cervical dystonia patients.

Patients with smaller neck muscle mass and patients who require bilateral injections into the 
sternocleidomastoid muscle have been reported to be at greater risk for dysphagia. Limiting the 
dose injected into the sternocleidomastoid muscle may reduce the occurrence of dysphagia. 
Injections into the levator scapulae may be associated with an increased risk of upper respiratory 
infection and 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).

Pre-existing Conditions at the Injection Site
Caution should be used when BOTOX® Cosmetic treatment is used in the presence of inflammation 
at the proposed injection site(s), ptosis, or when excessive weakness or atrophy is present in the 
targeted muscle(s).

Corneal Exposure and Ulceration in Patients Treated with BOTOX® for Blepharospasm
Reduced blinking from BOTOX® Cosmetic injection of the orbicularis muscle can lead to corneal 
exposure, persistent epithelial defect, and corneal ulceration, especially in patients with VII nerve 
disorders. 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.

Spatial Disorientation, Double Vision or Past-pointing in Patients Treated 
for Strabismus
Inducing paralysis in one or more extraocular muscles may produce spatial disorientation, double 
vision or past pointing. Covering the affected eye may alleviate these symptoms.

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) also is considered extremely 
remote. No cases of transmission of viral diseases or CJD have ever been reported for albumin.

ADVERSE REACTIONS
The following adverse reactions to BOTOX® Cosmetic (onabotulinumtoxinA) for injection are 
discussed in greater detail in other sections of the labeling:

 • Spread of Toxin Effects (see Warnings and Precautions)

 • Hypersensitivity (see Contraindications and Warnings and Precautions)

 •  Dysphagia and Breathing Difficulties in Treatment of Cervical Dystonia (see Warnings 
and Precautions)

Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, the 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 clinical practice.

BOTOX® and BOTOX® Cosmetic contain the same active ingredient in the same formulation, but 
have different labeled Indications and Usage. Therefore, adverse events observed with the use of 
BOTOX® also have the potential to be observed with the use of BOTOX® Cosmetic.

In general, adverse reactions occur within the first week following injection of BOTOX® Cosmetic 
and while generally transient, may have a duration of several months or longer. Localized pain, 
infection, inflammation, tenderness, swelling, erythema, and/or bleeding/bruising may be associated 
with the injection. Needle-related pain and/or anxiety may result in vasovagal responses (including 
e.g., syncope, hypotension), which may require appropriate medical therapy.

Local weakness of the injected muscle(s) represents the expected pharmacological action of 
botulinum toxin. However, weakness of nearby muscles may also occur due to spread of toxin (see 
Warnings and Precautions).

Glabellar Lines
Table 2 lists selected adverse reactions reported by ≥1% of BOTOX® Cosmetic treated subjects 
(N=405) aged 18 to 75 who were evaluated in the randomized, placebo-controlled clinical studies 
to assess the use of BOTOX® Cosmetic in the improvement of the appearance of glabellar lines.
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Table 2: Adverse Reactions Reported by ≥1% of the BOTOX® Cosmetic treated Patients 
and More Frequent than in Placebo-treated Patients in Double-blind, Placebo-
controlled Clinical Studies of Treatment of Glabellar Lines

Adverse Reactions by System Organ Class BOTOX® 
Cosmetic
(N=405)

Placebo
(N=130)

General Disorders and Administration Site Conditions
 Facial pain 6 (1%) 0 (0%)

Nervous System Disorders
 Facial paresis 5 (1%) 0 (0%)

Eye Disorders
 Eyelid ptosis 13 (3%) 0 (0%)

Musculoskeletal and Connective Tissue Disorders
 Muscular Weakness 6 (1%) 0 (0%)

Lateral Canthal Lines
Table 3 lists selected adverse reactions reported within 90 days following injection by ≥1% of 
BOTOX® Cosmetic treated subjects (N=526) aged 18 to 75 who were evaluated in two randomized, 
double-blind, placebo-controlled clinical studies to assess the use of BOTOX® Cosmetic in the 
improvement of the appearance of lateral canthal lines alone.

Table 3: Adverse Reaction Reported by ≥1% of BOTOX® Cosmetic treated Patients 
and More Frequent than in Placebo-treated Patients Within 90 Days, in Double-blind, 
Placebo-controlled Clinical Studies of Treatment of Lateral Canthal Lines

Adverse Reactions by System Organ Class BOTOX® Cosmetic
24 Units
(N=526)

Placebo
(N=530)

Eye disorders
 Eyelid edema 5 (1%) 0 (0%)

Immunogenicity
As with all therapeutic proteins, there is a potential for immunogenicity. Treatment with botulinum 
toxins may result in the formation of neutralizing antibodies that may reduce the effectiveness of 
subsequent treatments by inactivating biological activity of the toxin.

In three Lateral Canthal Line trials, 916 subjects (517 subjects at 24 Units and 399 subjects at 44 
Units) treated with BOTOX® Cosmetic had specimens analyzed for antibody formation. Among 
the 916 BOTOX® Cosmetic treated subjects, 14 subjects (1.5%) developed binding antibodies 
and no subjects (0%) developed the presence of neutralizing antibodies.

The data reflect the subjects whose test results were considered positive or negative for neutralizing 
activity to BOTOX® Cosmetic in a mouse protection assay. The results of these tests are highly 
dependent on the sensitivity and specificity of the assay. Additionally, the observed incidence 
of antibody (including neutralizing antibody) positivity in an assay may be influenced by several 
factors including assay methodology, sample handling, timing of sample collection, concomitant 
medications, and underlying disease. For these reasons, comparison of the incidence of antibodies to 
BOTOX® Cosmetic with the incidence of antibodies to other products may be misleading.

The critical factors for neutralizing antibody formation have not been well characterized. The results 
from some studies suggest that botulinum toxin injections at more frequent intervals or at higher 
doses may lead to greater incidence of antibody formation. The potential for antibody formation 
may be minimized by injecting with the lowest effective dose given at the longest feasible intervals 
between injections.

Post-marketing Experience
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.

There have been spontaneous reports of death, sometimes associated with dysphagia, pneumonia, 
and/or other significant debility or anaphylaxis, after treatment with botulinum toxin (see Warnings 
and Precautions).

There have also been reports of adverse events involving the cardiovascular system, including 
arrhythmia and myocardial infarction, some with fatal outcomes. Some of these patients had risk 
factors including cardiovascular disease.

New onset or recurrent seizures have also been reported, typically in patients who are predisposed 
to experiencing these events. 

The following adverse reactions by System Organ Class have been identified during post-approval 
use of BOTOX®/BOTOX® Cosmetic:

Ear and labyrinth disorders
Hypoacusis; tinnitus; vertigo

Eye disorders
Diplopia; strabismus; visual disturbances; vision blurred

Gastrointestinal disorders
Abdominal pain; diarrhea; dry mouth; nausea; vomiting

General disorders and administration site conditions
Denervation; malaise; pyrexia

Metabolism and nutrition disorders
Anorexia

Musculoskeletal and connective tissue disorders
Muscle atrophy; myalgia

Nervous system disorders
Brachial plexopathy; dysarthria; facial palsy; hypoaesthesia; localized numbness; myasthenia gravis; 
paresthesia; peripheral neuropathy; radiculopathy; syncope

Respiratory, thoracic and mediastinal disorders
Aspiration pneumonia; dyspnea; respiratory depression and/or respiratory failure

Skin and subcutaneous tissue disorders
Alopecia, including madarosis; hyperhidrosis; pruritus; skin rash (including erythema multiforme, 
dermatitis psoriasiform, and psoriasiform eruption)

DRUG INTERACTIONS
No formal drug interaction studies have been conducted with BOTOX® Cosmetic (onabotulinumtoxinA) 
for injection.

Aminoglycosides and Other Agents Interfering with Neuromuscular Transmission
Co-administration of BOTOX® Cosmetic and aminoglycosides or other agents interfering with 
neuromuscular transmission (e.g., curare-like compounds) should only be performed with caution 
as the effect of the toxin may be potentiated.

Anticholinergic Drugs
Use of anticholinergic drugs after administration of BOTOX® Cosmetic may potentiate systemic 
anticholinergic effects.

Other Botulinum Neurotoxin Products
The effect of administering different botulinum neurotoxin 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.

Muscle Relaxants
Excessive weakness may also be exaggerated by administration of a muscle relaxant before or after 
administration of BOTOX® Cosmetic.

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

Nursing Mothers
It is not known whether BOTOX® Cosmetic is excreted in human milk. Because many drugs are 
excreted in human milk, caution should be exercised when BOTOX® Cosmetic is administered to 
a nursing woman.

Pediatric Use
Safety and effectiveness in patients below the age of 18 years have not been established.

Geriatric Use
Glabellar Lines
In the two initial glabellar lines clinical studies of BOTOX® Cosmetic, the responder rates appeared 
to be higher for subjects younger than age 65 than for subjects 65 years or older (see Clinical Studies).

Lateral Canthal Lines
In the two lateral canthal lines clinical studies of BOTOX® Cosmetic, the responder rates appeared 
to be higher for subjects younger than age 65 than for subjects 65 years or older.

OVERDOSAGE
Excessive doses of BOTOX® Cosmetic (onabotulinumtoxinA) for injection may be expected to 
produce neuromuscular weakness with a variety of symptoms.

Symptoms of overdose are likely not to be present immediately following injection. Should accidental 
injection or oral ingestion occur or overdose be suspected, these patients should be considered for 
further medical evaluation and appropriate medical therapy immediately instituted, which may 
include hospitalization. The person should be medically supervised for several weeks for signs and 
symptoms of systemic muscular weakness which could be local, or distant from the site of injection 
(see Boxed Warning and Warnings and Precautions).

If the musculature of the oropharynx and esophagus are affected, aspiration may occur which 
may lead to development of aspiration pneumonia. If the respiratory muscles become paralyzed or 
sufficiently weakened, intubation and assisted respiration may be necessary until recovery takes 
place. Supportive care could involve the need for a tracheostomy and/or prolonged mechanical 
ventilation, in addition to other general supportive care.

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 1-770-488-7100. More information can be 
obtained at http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5232a8.htm.

Manufactured by: Allergan Pharmaceuticals Ireland
a subsidiary of: Allergan, Inc. 

2525 Dupont Dr.
Irvine, CA 92612
© 2014 Allergan, Inc.
® marks owned by Allergan, Inc. 

Based on 71823US17
APC37VD14
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net-based telemedicine. When I was in
Uganda, I virtually met Steven Kaddu,
M.D., who was a Ugandan dermatolo-
gist and is now practicing in Austria.
He wanted to build a connection back
to Uganda to help using telederma-
tology, and together we have built up
the Africa teledermatology program,
which is still running today. It’s a very
simple Web-based portal where peo-
ple can submit consults online. Over
the years we’ve added the mobile plat-
form; but initially it was just a very sim-
ple portal that could be used with dial-
up Internet because there were many
countries that still had that method of
Internet connectivity.

DR. SIEGFRIED: At that point did you have to worry 

about confidentiality? Was it all encrypted?

DR. SIEGFRIED: I recognize that you’ve been a cham-

pion of teledermatology for many years now. How 

did you become interested in this tool?

A 
Dr. Kovarik: I had done quite a
bit of global health work before at-

tending medical school. When I began
studying dermatology, I started work in
Africa, which was in the middle of the
HIV epidemic. I had the opportunity
to see what a large role skin disease
plays in HIV. There are a lot of manifes-
tations of skin disease with HIV. With
that in the background, I started work-
ing with the Baylor International Pedi-
atric AIDS Initiative (BIPAI) in 2006
after I finished my fellowship. They
were just starting to get their pedi-
atric HIV clinics going in Africa and
they needed help with dermatology.
I traveled to all of their clinics giv-
ing lectures to their clinicians on the
ground in Africa. So within about a
year and a half, I went to Uganda, Ma-
lawi, Lesotho, Swaziland and Bot-
swana. In order to really sustain the
relationship so that their cli-
nicians could continue to
get assistance, we started 
building bridges using tele-
medicine. That’s really
how I started with my work
in telemedicine.

Then when I came to the
University of Pennsylvania, I re-
alized that its major global health
initiative was in Botswana on the
grounds of Princess Marina Hospital
in Gaborone, which is where Baylor’s
clinic was. So, it was the perfect place
for me to start building my major glo-
bal health initiative.

DR. SIEGFRIED: You said that you began building bridges 

by using telemedicine. What year was that, and what 

kind of telemedicine were you doing at that point?

A 
Dr. Kovarik: That was in 2007.
And you’d think that wasn’t that

long ago; but in technology years it re-
ally was. We really started with Inter-

A 
Dr. Kovarik: HIPAA is a very Amer-
ican standard, but there are secu-

rity principles involved in the website.
The website is developed by an experi-
enced group in Austria that has other
e-health initiatives. They have en-
crypted the data and it is secure. Peo-
ple have logins, and we encourage our
submitting physicians not to submit
any personal health information, so
they’re not including names or dates
of birth. We also discourage them
from taking full facial photos. The pa-
tients also are educated on what we’re
doing, and they have the right to de-
cide whether they want their informa-
tion sent to an expert in another coun-
try. In general, patients want an answer
for what’s going on with them.

DR. SIEGFRIED: Can you talk about your current tele-

medicine activities in the United States and abroad 

in terms of the technology — the equipment is ex-

pensive and it has to be funded — and so consider-

ing that telemedicine isn’t well-funded, how do you 

adapt with new technology? Where do you get the 

funding for that?

A 
Dr. Kovarik: Yes, so my vision all 
along has been to use what we have 

available. I never really thought that 
telemedicine would be sustainable by 
using any special equipment. In all of 
the Philadelphia City Health Centers, 
the physicians use their own smart-
phones for consults in a HIPAA-com-
pliant manner. There is no special 
equipment required, which is com-
pletely sustainable in my eye. If the 
physicians don’t have a smartphone 
and don’t have an unlimited data plan, 
we can supply them with a digital cam-
era. We received a $1,000 grant from 
the University or Pennsylvania, and we 
were able to buy 10 digital cameras.

The city health clinic physicians 
use an app called AccessDerm, which 
we developed with the American 
Academy of Dermatology and a com-

Using telemedicine in dermatology

Dermatology Times editorial adviser, Elaine Siegfried, M.D., talks with 

Carrie Kovarik, M.D., associate professor, department of dermatology, 

University of Pennsylvania, Philadelphia, about her path into 

 teledermatology, best practices, and the future of telemedicine.

ELAINE SIEGFRIED, M.D.

Listen to the discussion. 

bit.ly/takeawaytelemedicine

“I think video 
teledermatology 
has its place, 
but it’s going 
to probably 

become less 
utilized for many 
reasons: one, the 
equipment; two, the 
logistics; and three, 
it requires each 
person to be in the 
same place at the 
same time.”
Carrie Kovarik, M.D.
Philadelphia TELEDERMATOLOGY see page 64
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The 11th Annual

www.VegasCosmeticSurgery.com

Save 

the Date!
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WCD 2015 is presented under the auspices of the

International League of Dermatological Societies.

The ILDS has 157 national and international member organizations 

including the AAD, ASDS, and SID.

www.derm2015.org
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A TRULY UNIQUE 

GLOBAL DERMATOLOGY 

EXPERIENCE

THE WORLD’S LONGEST-

RUNNING DERMATOLOGY 

CONGRESS

A FRIENDLY AND 

STUNNINGLY BEAUTIFUL 

HOST CITY

SO MUCH TO SEE AND DO 

IN VANCOUVER

Late-Breaking Abstracts 

open for online submission on 

our website from

December 7, 2014 to

January 31, 2015. 

Featuring 
clinical pearls 
and tips from 

around the world!
Advance Registration 
discount deadline is 

January 15, 2015 
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Go to: products.modernmedicine.com
Products & Services SHOWCASE

ELECTRONIC HEALTH RECORDS

Wonder 

what 

these 

are?

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 

Clinical Analysis for Today’s Skincare Specialists
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PRODUCTS

OTC PRODUCTS

EQUIPMENT FOR SALE

KENTUCKY

PRIVATE LABEL MANUFACTURING

PRACTICE FOR SALE

NATIONAL

TEXAS

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.

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

•  Save Thousands on These Great 

Non-Invasive Cosmetic Devices.

•  Exilis Radiofrequency (Barely Used) 

for Skin Tightening/Fat Contouring.

•  Zeltiq Coolsculpting with 

6.3 & 8 Handpieces.

•  Will Trade or Sell. Best ofers considered.

•  Call or email with best ofer.

Call 561-276-3111

or email:
steven@dermasurgerygroup.com

FoR SalE by DERmatologiSt

SOLD

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

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.

TEXASExpert 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

Marketplace  

Advertising  

Can Work For You!

MARKETPLACE  

ADVERTISING

Call Karen Gerome  

to place your  

Marketplace ad at  

800.225.4569 ext. 2670  

kgerome@advanstar.com

�

�

� �

�

Marketplace
Can Work For You!

Reach highly-targeted, 

market-specific business

professionals, industry 

experts and prospects by

placing your ad here!
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RECRUITMENT

ARIZONA

FLORIDANATIONAL

PHOENIX ARIZONA

&C�&E dermatologist position aZailable 48�*8

4remier dermatology practice. *iZe locations

Excellent bene½ts and growth potential.  

Esteemed colleagues

General dermatology • Cosmetic surgery 

13,s surgery

Email CV to cmcgradymccaw@yahoo.com

Arizona Dermatology Cindy McGrady

������������ � *a\ � ������������

Busy Derm offce seeking PT Dermatologist

• Job available immediately

• Stable long term position

• Salary negotiable

Please email resume to bettybellman@yahoo.com

START A NEW PRACTICE IN MIAMI BEACH!

OCALA, FLORIDA
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

DISTRICT OF COLUMBIA

WASHINGTON, DC
Associate Opportunity  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

Tampa, FLORIDa
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

CONNECTICUT

CONNECTICUT

Multiple Opportunities P/T Mohs Surgeon  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

CALIFORNIA

PORTERVILLE, CA
Partnership available. Established practice. 

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

WEST PALM BEACH, FLORIDA
Partnership available. Established practice  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

COLORADO

MONTROSE, COLORADO
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

BOULDER, COLORADO
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

MOHS surgeon needed for  

multi-of½ce practice in CA, NV and 

AZ. Excellent pay and bene½ts.

Send CV to MichelleS@lalasercenter.com

Advanced Dermatology and Cosmetic Surgery, the largest 

dermatology practice in the country with over 100 locations,  

is seeking immediate full time Fellowship Trained Mohs Surgeons and 

General/Cosmetic Dermatologists. The group is going through expansive 

growth and positions are immediately available. Excellent opportunity to build  

an offce practice!

Dr. Matt Leavitt, Founder & CEO

•  Highly competitive salary •  Full beneåts

Mohs* Opportunities:

•  Full time - Jacksonville, FL

•  Full time - Orlando, FL

•  Full time - Ohio

•  Full time - Philadelphia, PA

•  Part-time - Spartanburg, SC

General/Cosmetic Derm Opportunities:  

•  Full time – Central, FL

•  Full time – Jacksonville, FL

•  Full time – Orlando, FL

•  Full time – Tampa, FL

•  Full time – Vero/Sebastian, FL

•  Full time – Fort Collins, CO

* Multiple offces and Dermatologists  

feed into the Mohs surgery schedule

For immediate consideration,  

send your CV today!

Submit CV to  

Dave Morell at DMorell@leavittmgt.com  

or call 407-875-2080 x 1244
Palm Beach Dermatology is looking for 

a Dermatopathologist/Dermatologist in  

West Palm Beach, Florida. We offer a generous  

compensation and benefts package.

Visit our website for more information: 

www.palmbeachdermatology.com 

Please fax your CV to 561-640-8098 or 

email: palmbeachderm@yahoo.com

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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RECRUITMENT

FLORIDA

Contact: Larry Huff, BSHA – Practice Administrator

Phone: 904-296-1313 • Fax: 904-482-4060 • Email: admin@mrstcoastmohs.com

a private practice in Jacksonville, FL is seeking a board certified/board eligible 
Dermatologist. Conveniently located north of St. Augustine and east of Ponte Vedra 
Beach, the practice originated in July 30, 2002 and is highly regarded when it comes 
to both quality outcomes and patient satisfaction. We offer a competitive salary and 
benefits. 

The practice has so much to offer – Dr. Scott D. Warren has a long standing reputation 
in the Jacksonville area, tenured staff, low overhead and lucrative earning potential.

Jacksonville, Florida is conveniently located in north Florida. Jacksonville and 
surrounding area offers affordable housing and amenities such as the ocean,  
St. Johns River, walking trails, golf, fishing and biking. 

No state income tax in Florida. Call today to learn more about this exciting opportunity.

Requirements: Board Certified/Board Eligible Dermatologist • Florida Licensed

SCOTT D. WARREN, M.D.P.A

ILLINOIS

CHICAGO, ILLINOIS
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

MICHIGAN

NEW JERSEY

NEW JERSEY

NEVADA

NEW YORK

� 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.

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

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

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.

RENO, NEVADA
Partnership available. Established practice. 

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

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

ADVERTISE TODAY!

RECRUITMENT 

ADVERTISING

Call  

Joanna Shippoli  

to place your  

Recruitment ad  

at 800.225.4569 

ext. 2615 

jshippoli@advanstar.com
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WISCONSIN

UTAH

RECRUITMENT

PENNSYLVANIA

OREGON

NORTH CAROLINA

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

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

HICKORY & SANFORD, NC
Partnership & P/T Mohs Surgeon  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.com

BOUNTIFUL, UTAH
Seeking P/T Associate  

Contact Karey, (866) 488-4100 or 

www.MyDermGroup.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

www.modernmedicine.com/physician-careers

Joanna Shippoli 
RECRUITMENT MARKETING ADVISOR

(800) 225-4569, ext. 2615

jshippoli@advanstar.com

Repeating an ad ENSURES 

it will be seen  

and remembered!
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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

Content Licensing  

for Every  

Marketing Strategy

Marketing solutions fit for:

Outdoor | Direct Mail 

Print Advertising 

Tradeshow/POP Displays 

Social Media | Radio & TV

For information, call  

Wright’s Media at 877.652.5295  

or visit our website at  

www.wrightsmedia.com

Leverage branded content from  

Dermatology Times to create a more powerful 

and sophisticated statement about your 

product, service, or company in your next 

marketing campaign. Contact Wright’s Media 

to fnd out more about how we can customize 

your acknowledgements and recognitions to 

enhance your marketing strategies.

Clinical Analysis for Today’s Skincare Specialists
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TELEDERMATOLOGY:
Carrie Kovarik, M.D., discusses experiences with telemedicine in dermatology from page 54

pany called Vignet. Our program is
strictly voluntary right now, and it’s
aimed specifically at providing access
to patients in the city of Philadelphia
who are underserved through the city
health clinics.

We’ve been through many itera-
tions of the work flow since 2009. I think
we’re finally to a point where phy-
sicians can take out their phones,
open the app, answer a list of ques-
tions that provide us the history we
need, and then take the photos of
the patients.

When the physicians first get their
logins, they go through PowerPoint
presentations that explain what we
need from them in terms of what to
photograph on the patient.

If the physician is linked to the Uni-
versity of Pennsylvania as their pool 
of dermatologists, when they submit 
their case there are about 12 of us here 
that would get an email. Whoever 
picks up the case first will answer it. If 
a resident picks up the case, they can 
answer it and then it would go back to 
the pool of attendings for one of them 
to edit it, and then it will go back to 
the doctor who sent it.

DR. SIEGFRIED: So once you introduce this possi-

bility, what percentage of the docs in these city 

health service clinics become users?

A 
Dr. Kovarik: It was like the flood-
gates opened. We had 85 clinicians 

register in about two months. The inter-

est was high; however, not all of those
who registered used the service. We
found that there are the super users. I
think what happens is that those people
end up being sort of the “dermatology
primary care physicians” in the clinic. If
there is a dermatology case in that clinic
it tends to go to that physician. If the
physician needs help, the teledermatol-
ogy case comes to us. They really learn
a lot from this, and so the physician
continues to become a better dermatol-
ogy expert in each of these clinics.

DR. SIEGFRIED: Are you conducting this as strictly

store-and-forward? Do you have any real-time 

consults? 

A 
Dr. Kovarik: It’s all store-and-
forward. I really think that’s

also the future of teledermatology. I
think video teledermatology has its
place, but it’s going to probably be-
come less utilized for many reasons:
one, the equipment; two, the logis-
tics; and three, it requires each per-
son to be in the same place at the
same time. You also need to write
another record about the visit, be-
cause you’re not recording the video.

The beauty of dermatology is the
fact that we were partially trained
to recognize diseases through pic-
tures, which is essentially what you
are doing with store-and-forward
teledermatology. If you talk to peo-
ple that do a lot of video, you have to
have specialized cameras for close-

up as well. You end up having to
get that special equipment that you
were trying to avoid in the begin-
ning and so for triage and treatment,
it becomes logistically more difficult
with the video.

DR. SIEGFRIED: I have not been very successful giving

one-on-one tutorials on optimal digital images. How 

do you think your PowerPoint has worked in that 

regard, and have you had to make updates to it?

A 
Dr. Kovarik: The way that our pro-
gram is structured right now is that 

it’s an ongoing dialogue. The doctor 
sends us the case, we may send them 
back recommendations or questions, 
and they can send us back answers. So 
if we have to send the pictures because 
can’t see anything in the pictures, we’ll 
give them feedback on what’s wrong. 
I think the feedback is more valuable 
than a PowerPoint, because we do see 
improved quality over time.

The clinicians are very engaged. Part 
of our questionnaire tells us when the 
patient is coming back, so we can advise 
them to take pictures of specific things 
as well as what lab work they should get 
done. This way we can keep the patient 
workup moving. DT
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Drive Practice Growth with the ONLY 

FDA-Cleared Non-Invasive Lift that also 

Improves Wrinkles on the Chest   

PRE-TREATMENT DAY 450, Single Treatment

PRE-TREATMENT DAY 90, Single Treatment

PRE-TREATMENT DAY 180, Single Treatment

WHY IS ULTHERAPY THE 

“BEST IN-OFFICE TREATMENT”?

• The ONLY FDA-Cleared Non-Invasive Lift 

• Specifically Indicated to Improve Lines & Wrinkles on the Chest

• Clinically Proven Efficacy After One Treatment with NO Downtime 

• Broad Patient Awareness – 200M+ Media Impressions in 2013

• Hourly Profit is 2-3x Greater Than Other Non-Invasive Procedures

The non-invasive Ultherapy® procedure is U.S. FDA-cleared to lift skin on the neck, on the eyebrow and under the chin as well as to 

improve lines and wrinkles on the décolleté. For indications in your country, and full product and safety information, including possible 

mild side effects, visit www.ultherapy.com/IFU. © 2014 Ulthera, Inc. Ultherapy is a registered trademark of Ulthera, Inc. 1001685E
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The “Best In-Office Treatment”
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To Learn More

About Ultherapy: The ONLY FDA-Cleared Procedure That: 

• Non-Invasively Lifts the Neck, Chin and Brow

• Specifically Improves Wrinkles on the Chest

Improve Lines & 

Wrinkles on the CHEST

Lift Lax Skin 
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No matter the view, 

submental fullness 

associated with 

subcutaneous fat can 

detract from an otherwise 

balanced and harmonious 

facial appearance1 – leading 

to an older and heavier look.2 

According to a 2014 survey 

by the American Society 

for Dermatologic Surgery, 

68% of consumers are 

bothered by submental 

fullness.3
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