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SKINCARE PLAYS AN increasingly important role as an adjunct to prescription treatments for 
acne and rosacea, says an expert. And more than ever, consumers are demanding “clean” skin-
care products and regimens, she adds.

“Clean skincare has become a very popular topic for patients. They want natural, cleaner alter-
natives,” says Diane S. Berson, M.D., associate professor of dermatology at Weill Medical College 
of Cornell University and assistant attending dermatologist at NewYork-Presbyterian Hospital.

A growing population of patients prefers products without parabens, formaldehyde, propyl-
ene glycol, sulfates, phthalates and fragrances. 

“Some patients feel that these ingredients can be toxic endocrine disruptors, or that they might 
be carcinogenic or environmental hazards,” she says. 'CLEAN'CONTINUES ON PAGE 18
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‘CLEAN’ SKINCARE TREND GROWS

LISETTE HILTON | Sta�  Correspondent

R esearchers often sample the skin of patients with atopic dermatitis 
and psoriasis with biopsies. While useful for the information they 
provide, biopsies are invasive, cause pain and scarring. The need 
for multiple or sequential skin biopsies can be particularly chal-

lenging, according to Emma Guttman-Yassky, M.D., Ph.D., the incoming 
chair of dermatology at the Icahn School of Medicine at Mount Sinai and 

the Mount Sinai Health System.
Dr. Guttman-Yassky was happy to adapt a noninva-

sive way of using a type of tape strip to sample the skin. 
The strips not only rival biopsies for accurately detect-
ing distinct immune and barrier signatures in lesional 
and nonlesional atopic dermatitis and psoriasis skin. 
Tape strips also revealed a single gene biomarker, nitride 
oxide synthase 2 (NOS2), that di� erentiates atopic der-

matitis from psoriasis with 100% accuracy, according to the study published 
July 21 in the Journal of Allergy and Clinical Immunology.1

“We as dermatologists see patients in the clinic that we often debate between 
psoriasis and atopic dermatitis. They’re what we call psoriasiform dermatitis. We 

BIOMARKERCONTINUES ON PAGE 32

CLINICAL INSIGHTS THAT EXPAND EXPERTISE AND ADVANCE PRACTICE

Laser plus toxin treats 
symptoms of rosacea

ROSACEA
Stem cell media boosts 
microneedling benefi ts

ANTIAGING

Volume 41, Number 10  |  October 2020

SKIN CANCER
Investigational NPS 
shows promise for BCC

PSORIASIS
Study reaffi rms intermittent 
biologic effi cacy

C L I N I CAL  I N S I G HT S

ALTHOUGH THE COVID-19 pandemic has severely tested 
dermatologists’ improvisational skills, many practices are 
steadily recovering. In this regard, successful strategies 
include communicating clearly, rearranging workf lows 
quickly and embracing telemedicine wherever possible.

According to an international survey of 1,392 physicians 
in eight specialties, dermatologists have been among the most 
severely a� ected by the pandemic. As of mid-April, 58% of der-
matologists surveyed reported a signi� cant drop in patient vol-
ume, with an average decrease of 
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PANDEMIC PATIENT VOLUMES

PATIENTCONTINUES ON PAGE 51

TAPE STRIPS DETECT ECZEMA, 
PSORIASIS BIOMARKERS

Dr. Guttman-Yassky

ATO P I C  D E R MAT I T I S
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Transformations in 
practice and care
by MIKE HENNESSY, SR 

As we transition into autumn — a season that 
traditionally represents change and transforma-
tion — I think we can all agree, we’re still deep 
into navigating a significantly changed and 
changing landscape. Practices as well as pro-
fessional and personal lives have shifted — pos-
sibly for good. However, while we navigate new 
practice dynamics, therapeutics continue to 
advance through the pipeline providing hope 
for improving the quality of many patients’ lives.

In this month’s issue, we’ve taken a look at the 
way in which you’ve experienced the impact of 
the pandemic on your practices. While many 
physicians say they’re in recovery mode, a sur-
vey suggests that patient volume has dropped 
to 58% (1). Some experts say that “normal” is a 
thing of the past. That may be, but, we still con-
tinue to report on advances and developments 
in dermatology. There are bright and growing 
areas, despite the adversities. 

In atopic dermatitis and psoriasis, clinicians 
continue to make new discoveries about dis-
ease pathogenesis, which has led to the poten-
tial to noninvasively sample skin to determine 
more accurate treatment courses for patients 
(1). Investigators have found that intermittent bio-
logic use may not significantly impact a patient’s 
overall treatment (34). In addition, experts say 

that stopping  presurgical biologic treatment 
may not impact infection risk (35). Several drugs 
are demonstrating positive impacts on qual-
ity of life: Lebrikizumab (Eli Lilly) has achieved 
rapid, dose-dependent improvement across a 
range of atopic dermatitis metrics and has been 
well-tolerated by patients (31). And, tildrakizum-
ab (Ilumya, Sun Pharma) has demonstrated effi-
cacy and safety in psoriasis treatment, lasting 
up to five years (36). 

Research in skin cancer treatment has found 
that curettage and cryotherapy and electro-
desiccation and curettage have comparable 
cure rates in treating nonmelanoma skin can-
cers (38) and that Nano-Pulse Stimulation tech-
nology (NPS, Pulse Biosciences) is having a posi-
tive effect on the treatment of nodular basal cell 
carcinoma (nBCC) (39).

Over the coming months, we’ll continue to 
share therapeutic updates as well as the expe-
riences and suggestions of your colleagues for 
how to successfully adapt to the new normal as 
we move toward a new year with new challeng-
es and, hopefully, opportunities! 
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CLEARRAPIDDURABLE 4 DOSES PER YEARCLEARRAPID

An IL-23 inhibitor for adults with moderate to severe plaque 
psoriasis who are candidates for systemic therapy or phototherapy1

Nothing less than the opportunity 
for durable skin clearance.1

For your patients, that’s everything.

Reliable 3-month dosing
 after 2 initiation doses

 at Weeks 0 and 4 
(150 mg per dose)1

Co-primary endpoints 
of PASI 90 and sPGA 0/1 
at Week 16,1,2 including 

response 4 weeks 
after fi rst dose2,3

The majority of patients 
achieved PASI 100 at 

Week 521,2

Most patients achieved 
PASI 90 at Week 16 and 

maintained it at 
Week 521,2

TURN THE PAGE TO VIEW THE

SAFETY CONSIDERATIONS1

SKYRIZI may increase the risk of infection. Instruct patients to report signs or symptoms of clinically important infection 
during treatment. Should such an infection occur, discontinue SKYRIZI until infection resolves. Evaluate patients for 
tuberculosis infection prior to initiating treatment with SKYRIZI. Avoid use of live vaccines in SKYRIZI patients.

Please see additional Important Safety Information on the inside spread.
Please see the Brief Summary of the full Prescribing Information on the last page of this ad.

LONG-TERM DATA
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AN IL-23 INHIBITOR FOR ADULTS WITH MODERATE TO SEVERE PL AQUE PSORIASIS1

©2020 AbbVie Inc. North Chicago, IL 60064 US-SK ZD-200177 May 2020 Printed in U.S.A.

INDICATION1

SKYRIZI is indicated for the treatment of moderate to 
severe plaque psoriasis in adults who are candidates 
for systemic therapy or phototherapy.

IMPORTANT SAFETY INFORMATION1

Infection
•   SKYRIZI® (risankizumab-rzaa) may increase the risk of 

infection. Do not initiate treatment with SKYRIZI in 
patients with a clinically important active infection 
until it resolves or is adequately treated.

•   In patients with a chronic infection or a history of 
recurrent infection, consider the risks and benefi ts 
prior to prescribing SKYRIZI. Instruct patients to seek 
medical advice if signs or symptoms of clinically 
important infection occur. If a patient develops such 
an infection or is not responding to standard therapy, 
closely monitor and discontinue SKYRIZI until the 
infection resolves. 

Pre-Treatment Evaluation for Tuberculosis (TB)
•   Prior to initiating treatment with SKYRIZI, evaluate for 

TB infection and consider treatment in patients with 
latent or active TB for whom an adequate course of

E XPLORE LONG-TERM DATA AT VIEW THEDATA.COM

treatment cannot be confi rmed. Monitor patients for 
signs and symptoms of active TB during and after 
SKYRIZI treatment. Do not administer SKYRIZI to 
patients with active TB.

Immunizations
•   Prior to initiating SKYRIZI, consider completion of all 

age appropriate immunizations according to current 
immunization guidelines. Avoid use of live vaccines in 
patients treated with SKYRIZI.

Adverse Reactions
•   Most common (≥1%) adverse reactions associated with 

SKYRIZI include upper respiratory infections, headache, 
fatigue, injection site reactions, and tinea infections.

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

References: 1. SKYRIZI [package insert]. North Chicago, IL: AbbVie Inc. 2. Gordon KB, Strober 
B, Lebwohl M, et al. E§  cacy and safety of risankizumab in moderate-to-severe plaque psoriasis 
(UltIMMa-1 and UltIMMa-2): results from two double-blind, randomised, placebo-controlled and 
ustekinumab-controlled phase 3 trials. Lancet. 2018;392 (10148):650-661. 3. Lebwohl M, Bachelez 
H, Valdecantos WC, Wu T, et al. E§  cacy and safety of risankizumab in moderate-to-severe plaque 
psoriasis: an integrated analysis of UltIMMa-1 and UltIMMa-2. Poster presented at: American 
Academy of Dermatology Annual Meeting; March 1-5, 2019; Washington, DC. 4. Data on fi le, 
ABVRRTI69209. 
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Study Design: UltIMMa-1 (N=506) and ultIMMa-2 (N=491) were replicate phase 3, randomized, double-blind, placebo- and active-controlled studies 
to evaluate the e§  cacy and safety of SKYRIZI (150 mg) vs placebo over 16 weeks and biologic active control over 52 weeks in adult patients with 
moderate to severe plaque psoriasis. SKYRIZI (150 mg) was given as 2 subcutaneous injections at Weeks 0, 4, and every 12 weeks thereafter.2

NRI=Non-Responder Imputation. 

ACHIEVEMENTS AT WEEK 16 IN ULTIMMA-1 & ULTIMMA-2 (NRI)2

moderate to severe plaque psoriasis. SKYRIZI (150 mg) was given as 2 subcutaneous injections at Weeks 0, 4, and every 12 weeks thereafter.

CONSISTENT PASI 90/100 RATES AT 2.5 YEARS
IN OPEN-LABEL EXTENSION4

CO-PRIMARY ENDPOINTS (P<0.0001) SECONDARY ENDPOINT (P<0.001)

*Analysis conducted 8/6/2019.

INDICATION1 •   In patients with a chronic infection or a history of treatment cannot be confi rmed. Monitor patients for 
signs and symptoms of active TB during and after 

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

IN OPEN-LABEL EXTENSION

STUDY WEEK
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(n=598) (n=524)
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64%

(n=295/464)

PASI 100

STUDY WEEK

SKYRIZI (150 mg) PASI 90 SKYRIZI (150 mg) PASI 100

KEY VARIABLES (AS MEASURED EVERY 
12 WEEKS THROUGH WEEK 172) OF OLE
sPGA 0/1, sPGA 0, PASI 75, PASI 90,
and PASI 100

OLE LIMITATIONS: In an open-label 
extension, there is potential for enrichment 
of the long-term data in the remaining 
patient populations since patients who are 
unable to tolerate or do not respond to the 
drug often drop out.

STUDY DESIGN: The data presented here are 
a sub-analysis of LIMMitless (OLE) and include 
only patients from ultIMMa-1 and 2 who were 
originally randomized to SKYRIZI, completed the 
RCT, and enrolled in the OLE. LIMMitless is an 
open-label extension for which patients who 
completed either ultIMMa trial, IMMhance, or 
IMMvent were eligible to participate.

RCT=Randomized Controlled Trial.

Participants received treatment at Week 0, Week 4, and every 12 weeks thereafter

INTEGRATED RESULTS FROM ULTIMMA-1 AND 2—ALL DATA ARE AS OBSERVED

 (Analysis 6/28/2019)

AT WEEK 52 AT WEEK 136

MAINTENANCE OF RESPONSE

 In the randomized controlled trials, 
among patients who achieved PASI 90 

or PASI 100 at Week 16, level of 
response was maintained at Week 52 

by 88% (n=398/450) and 80% 
(n=206/258), respectively.1

In an observed analysis,* among patients who 
achieved PASI 90 or PASI 100 at Week 52 
and had available data at Week 136 in the

 open-label extension, level of response was 
maintained at Week 136 by 94% (n=375/398) 

and 82% (n=232/282), respectively.4
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INDICATION1

SKYRIZI is indicated for the treatment of moderate to 
severe plaque psoriasis in adults who are candidates 
for systemic therapy or phototherapy.

IMPORTANT SAFETY INFORMATION1

Infection
•   SKYRIZI® (risankizumab-rzaa) may increase the risk of 

infection. Do not initiate treatment with SKYRIZI in 
patients with a clinically important active infection 
until it resolves or is adequately treated.

•   In patients with a chronic infection or a history of 
recurrent infection, consider the risks and benefi ts 
prior to prescribing SKYRIZI. Instruct patients to seek 
medical advice if signs or symptoms of clinically 
important infection occur. If a patient develops such 
an infection or is not responding to standard therapy, 
closely monitor and discontinue SKYRIZI until the 
infection resolves. 

Pre-Treatment Evaluation for Tuberculosis (TB)
•   Prior to initiating treatment with SKYRIZI, evaluate for 

TB infection and consider treatment in patients with 
latent or active TB for whom an adequate course of
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treatment cannot be confi rmed. Monitor patients for 
signs and symptoms of active TB during and after 
SKYRIZI treatment. Do not administer SKYRIZI to 
patients with active TB.

Immunizations
•   Prior to initiating SKYRIZI, consider completion of all 

age appropriate immunizations according to current 
immunization guidelines. Avoid use of live vaccines in 
patients treated with SKYRIZI.

Adverse Reactions
•   Most common (≥1%) adverse reactions associated with 

SKYRIZI include upper respiratory infections, headache, 
fatigue, injection site reactions, and tinea infections.

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

References: 1. SKYRIZI [package insert]. North Chicago, IL: AbbVie Inc. 2. Gordon KB, Strober 
B, Lebwohl M, et al. E§  cacy and safety of risankizumab in moderate-to-severe plaque psoriasis 
(UltIMMa-1 and UltIMMa-2): results from two double-blind, randomised, placebo-controlled and 
ustekinumab-controlled phase 3 trials. Lancet. 2018;392 (10148):650-661. 3. Lebwohl M, Bachelez 
H, Valdecantos WC, Wu T, et al. E§  cacy and safety of risankizumab in moderate-to-severe plaque 
psoriasis: an integrated analysis of UltIMMa-1 and UltIMMa-2. Poster presented at: American 
Academy of Dermatology Annual Meeting; March 1-5, 2019; Washington, DC. 4. Data on fi le, 
ABVRRTI69209. 
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Study Design: UltIMMa-1 (N=506) and ultIMMa-2 (N=491) were replicate phase 3, randomized, double-blind, placebo- and active-controlled studies 
to evaluate the e§  cacy and safety of SKYRIZI (150 mg) vs placebo over 16 weeks and biologic active control over 52 weeks in adult patients with 
moderate to severe plaque psoriasis. SKYRIZI (150 mg) was given as 2 subcutaneous injections at Weeks 0, 4, and every 12 weeks thereafter.2

NRI=Non-Responder Imputation. 

ACHIEVEMENTS AT WEEK 16 IN ULTIMMA-1 & ULTIMMA-2 (NRI)2

moderate to severe plaque psoriasis. SKYRIZI (150 mg) was given as 2 subcutaneous injections at Weeks 0, 4, and every 12 weeks thereafter.

CONSISTENT PASI 90/100 RATES AT 2.5 YEARS
IN OPEN-LABEL EXTENSION4

CO-PRIMARY ENDPOINTS (P<0.0001) SECONDARY ENDPOINT (P<0.001)

*Analysis conducted 8/6/2019.

INDICATION1 •   In patients with a chronic infection or a history of treatment cannot be confi rmed. Monitor patients for 
signs and symptoms of active TB during and after 

Please see the Brief Summary of the full Prescribing Information
on the following page.
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extension, there is potential for enrichment 
of the long-term data in the remaining 
patient populations since patients who are 
unable to tolerate or do not respond to the 
drug often drop out.

STUDY DESIGN: The data presented here are 
a sub-analysis of LIMMitless (OLE) and include 
only patients from ultIMMa-1 and 2 who were 
originally randomized to SKYRIZI, completed the 
RCT, and enrolled in the OLE. LIMMitless is an 
open-label extension for which patients who 
completed either ultIMMa trial, IMMhance, or 
IMMvent were eligible to participate.

RCT=Randomized Controlled Trial.

Participants received treatment at Week 0, Week 4, and every 12 weeks thereafter

INTEGRATED RESULTS FROM ULTIMMA-1 AND 2—ALL DATA ARE AS OBSERVED

 (Analysis 6/28/2019)
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MAINTENANCE OF RESPONSE

 In the randomized controlled trials, 
among patients who achieved PASI 90 

or PASI 100 at Week 16, level of 
response was maintained at Week 52 

by 88% (n=398/450) and 80% 
(n=206/258), respectively.1

In an observed analysis,* among patients who 
achieved PASI 90 or PASI 100 at Week 52 
and had available data at Week 136 in the

 open-label extension, level of response was 
maintained at Week 136 by 94% (n=375/398) 

and 82% (n=232/282), respectively.4
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DO NOT RE-SIZE

SKYRIZI® (sky-RIZZ-ee) (risankizumab-rzaa) injection, for subcutaneous use PROFESSIONAL BRIEF SUMMARY
CONSULT PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE
SKYRIZI® is indicated for the treatment of moderate-to-severe plaque psoriasis in adults who are candidates 
for systemic therapy or phototherapy. 

CONTRAINDICATIONS
None. 

WARNINGS AND PRECAUTIONS
Infections
SKYRIZI may increase the risk of infections. In clinical studies, infections occurred in 22.1% of the SKYRIZI 
group compared to 14.7% of the placebo group through 16 weeks of treatment. Upper respiratory tract 
infections and tinea infections occurred more frequently in the SKYRIZI group than in the placebo group. 
Subjects with known chronic or acute infections were not enrolled in clinical studies [see Adverse Reactions]. 
The rate of serious infections for the SKYRIZI group and the placebo group was ≤ 0.4%. Treatment with 
SKYRIZI should not be initiated in patients with any clinically important active infection until the infection 
resolves or is adequately treated. 
In patients with a chronic infection or a history of recurrent infection, consider the risks and benefits prior 
to prescribing SKYRIZI. Instruct patients to seek medical advice if signs or symptoms of clinically important 
infection occur. If a patient develops such an infection or is not responding to standard therapy, monitor the 
patient closely and do not administer SKYRIZI until the infection resolves. 
Pre-treatment Evaluation for Tuberculosis
Evaluate patients for tuberculosis (TB) infection prior to initiating treatment with SKYRIZI. Across the Phase 3 
psoriasis clinical studies, of the 72 subjects with latent TB who were concurrently treated with SKYRIZI and 
appropriate TB prophylaxis during the studies, none developed active TB during the mean follow-up of 61 
weeks on SKYRIZI. Two subjects taking isoniazid for treatment of latent TB discontinued treatment due to liver 
injury. Of the 31 subjects from the IMMHANCE study with latent TB who did not receive prophylaxis during the 
study, none developed active TB during the mean follow-up of 55 weeks on SKYRIZI. Consider anti-TB therapy 
prior to initiating SKYRIZI in patients with a past history of latent or active TB in whom an adequate course of 
treatment cannot be confirmed. Monitor patients for signs and symptoms of active TB during and after SKYRIZI 
treatment. Do not administer SKYRIZI to patients with active TB. 
Immunizations
Prior to initiating therapy with SKYRIZI, consider completion of all age appropriate immunizations according 
to current immunization guidelines. Avoid use of live vaccines in patients treated with SKYRIZI. No data are 
available on the response to live or inactive vaccines. 

ADVERSE REACTIONS
The following adverse reactions are discussed in greater detail in other sections of labeling: 
• Infections [see Warnings and Precautions]
 
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse drug 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. 
A total of 2234 subjects were treated with SKYRIZI in clinical development studies in plaque psoriasis. Of these, 
1208 subjects with psoriasis were exposed to SKYRIZI for at least one year. 
Data from placebo- and active-controlled studies were pooled to evaluate the safety of SKYRIZI for up to 16 
weeks. In total, 1306 subjects were evaluated in the SKYRIZI 150 mg group. 
Table 1 summarizes the adverse drug reactions that occurred at a rate of at least 1% and at a higher rate in 
the SKYRIZI group than the placebo group during the 16-week controlled period of pooled clinical studies. 
 

Table 1. Adverse Drug Reactions Occurring in ≥ 1% of Subjects on SKYRIZI through Week 16

Adverse Drug Reactions
SKYRIZI 
N = 1306 

n (%)

Placebo 
N = 300 

n (%)

Upper respiratory infectionsa 170 (13.0) 29 (9.7)

Headacheb 46 (3.5) 6 (2.0) 

Fatiguec 33 (2.5) 3 (1.0)

Injection site reactionsd 19 (1.5) 3 (1.0)

Tinea infectionse 15 (1.1) 1 (0.3)
a Includes: respiratory tract infection (viral, bacterial or unspecified), sinusitis (including acute), rhinitis, 
nasopharyngitis, pharyngitis (including viral), tonsillitis 
b Includes: headache, tension headache, sinus headache, cervicogenic headache  
c Includes: fatigue, asthenia 
d Includes: injection site bruising, erythema, extravasation, hematoma, hemorrhage, infection, inflammation, 
irritation, pain, pruritus, reaction, swelling, warmth 
e Includes: tinea pedis, tinea cruris, body tinea, tinea versicolor, tinea manuum, tinea infection, 
onychomycosis 

 
Adverse drug reactions that occurred in < 1% but > 0.1% of subjects in the SKYRIZI group and at a higher rate 
than in the placebo group through Week 16 were folliculitis and urticaria. 
Specific Adverse Drug Reactions
Infections
In the first 16 weeks, infections occurred in 22.1% of the SKYRIZI group (90.8 events per 100 subject-
years) compared to 14.7% of the placebo group (56.5 events per 100 subject-years) and did not lead to 
discontinuation of SKYRIZI. The rates of serious infections for the SKYRIZI group and the placebo group  
were ≤0.4%. Serious infections in the SKYRIZI group included cellulitis, osteomyelitis, sepsis and herpes 
zoster. In ULTIMMA-1 and ULTIMMA-2, through Week 52, the rate of infections (73.9 events per 100 subject-
years) was similar to the rate observed during the first 16 weeks of treatment. 

Safety through Week 52
Through Week 52, no new adverse reactions were identified and the rates of the adverse reactions were 
similar to those observed during the first 16 weeks of treatment. During this period, serious infections that led 
to study discontinuation included pneumonia. 
Immunogenicity
As with all therapeutic proteins, there is potential for immunogenicity. The detection of antibody formation is 
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 in the studies described below with the incidence 
of antibodies in other studies or to other products, including other risankizumab products, may be misleading. 
By Week 52, approximately 24% (263/1079) of subjects treated with SKYRIZI at the recommended dose 
developed antibodies to risankizumab-rzaa. Of the subjects who developed antibodies to risankizumab-rzaa,  
approximately 57% (14% of all subjects treated with SKYRIZI) had antibodies that were classified as 
neutralizing. Higher antibody titers in approximately 1% of subjects treated with SKYRIZI were associated  
with lower risankizumab-rzaa concentrations and reduced clinical response. 

DRUG INTERACTIONS
Live Vaccinations
Avoid use of live vaccines in patients treated with SKYRIZI [see Warnings and Precautions]. 
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Limited available data with SKYRIZI use in pregnant women are insufficient to evaluate a drug associated risk 
of major birth defects, miscarriage, or adverse maternal or fetal outcome. Human IgG is known to cross the 
placental barrier; therefore, SKYRIZI may be transmitted from the mother to the developing fetus. 
In an enhanced pre- and post-natal developmental toxicity study, pregnant cynomolgus monkeys were 
administered subcutaneous doses of 5 and 50 mg/kg risankizumab-rzaa once weekly during the period of 
organogenesis up to parturition. At the 50 mg/kg dose [20 times the maximum recommended human dose 
(MRHD); 2.5 mg/kg based on administration of a 150 mg dose to a 60 kg individual], increased fetal/infant  
loss was noted in pregnant monkeys (see Data). No risankizumab-rzaa-related effects on functional or 
immunological development were observed in infant monkeys from birth through 6 months of age. The clinical 
significance of these findings for humans is unknown. 
All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. The estimated 
background risk of major birth defects and miscarriage for the indicated population is unknown. In the 
U.S. general population, the estimated background risk of major birth defects and miscarriage in clinically 
recognized pregnancies is 2% to 4% and 15% to 20%, respectively. 
Data
Animal Data
An enhanced pre- and post-natal developmental toxicity study was conducted in cynomolgus monkeys. 
Pregnant cynomolgus monkeys were administered weekly subcutaneous doses of risankizumab-rzaa of 
5 or 50 mg/kg from gestation day 20 to parturition and the cynomolgus monkeys (mother and infants) 
were monitored for 6 months after delivery. No maternal toxicity was noted in this study. There were no 
treatment-related effects on growth and development, malformations, developmental immunotoxicology 
or neurobehavioral development. However, a dose-dependent increase in fetal/infant loss was noted in 
the risankizumab-rzaa-treated groups (32% and 43% in the 5 mg/kg and 50 mg/kg groups, respectively) 
compared to the vehicle control group (19%). The increased fetal/infant loss in the 50 mg/kg group was 
considered to be related to risankizumab-rzaa treatment. The no observed adverse effect level (NOAEL) for 
maternal toxicity was identified as 50 mg/kg (20 times the MRHD, based on mg/kg comparison) and the NOAEL 
for developmental toxicity was identified as 5 mg/kg (2 times the MRHD, based on mg/kg comparison). In the 
infants, mean serum concentrations increased in a dose-dependent manner and were approximately 17-86% 
of the respective maternal concentrations. Following delivery, most adult female cynomolgus monkeys and all 
infants from the risankizumab-rzaa-treated groups had measurable serum concentrations of risankizumab-
rzaa up to 91 days postpartum. Serum concentrations were below detectable levels at 180 days postpartum. 
Lactation
Risk Summary
There are no data on the presence of risankizumab-rzaa in human milk, the effects on the breastfed infant, 
or the effects on milk production. Maternal IgG is known to be present in human milk. The developmental and 
health benefits of breastfeeding should be considered along with the mother’s clinical need for SKYRIZI and 
any potential adverse effects on the breastfed infant from SKYRIZI or from the underlying maternal condition. 
Pediatric Use
The safety and efficacy of SKYRIZI in pediatric patients less than 18 years of age have not yet been established. 
Geriatric Use
Of the 2234 subjects with plaque psoriasis exposed to SKYRIZI, 243 subjects were 65 years or older and 24 
subjects were 75 years or older. No overall differences in risankizumab-rzaa exposure, safety or effectiveness 
were observed between older and younger subjects who received SKYRIZI. However, the number of subjects 
aged 65 years and older was not sufficient to determine whether they respond differently from younger 
subjects. 

OVERDOSAGE
In the event of overdosage, monitor the patient for any signs or symptoms of adverse reactions and administer 
appropriate symptomatic treatment immediately. 

NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenicity and mutagenicity studies have not been conducted with SKYRIZI. 
No effects on male fertility parameters were observed in sexually mature male cynomolgus monkeys 
subcutaneously treated with 50 mg/kg risankizumab-rzaa (at 20 times the clinical exposure at the MRHD, 
based on mg/kg comparison) once weekly for 26 weeks. 
 

PATIENT COUNSELING INFORMATION
Advise the patient and/or caregiver to read the FDA-approved patient labeling (Medication Guide and 
Instructions for Use) before starting SKYRIZI therapy and to reread the Medication Guide each time the 
prescription is renewed. Advise patients of the potential benefits and risks of SKYRIZI. 
Infections
Inform patients that SKYRIZI may lower the ability of their immune system to fight infections. Instruct patients 
of the importance of communicating any history of infections to the healthcare provider and contacting their 
healthcare provider if they develop any symptoms of an infection [see Warnings and Precautions]. 
Administration Instruction
Instruct patients or caregivers to perform the first self-injected dose under the supervision and guidance of a 
qualified healthcare professional for training in preparation and administration of SKYRIZI, including choosing 
anatomical sites for administration, and proper subcutaneous injection technique. 
Instruct patients or caregivers to administer two 75 mg single-dose syringes to achieve the 150 mg dose of 
SKYRIZI. 
Instruct patients or caregivers in the technique of needle and syringe disposal. 

Manufactured by: 
AbbVie Inc. 
North Chicago, IL 60064, USA 
US License Number 1889 
SKYRIZI® is a registered trademark of AbbVie Biotechnology Ltd. 
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LAB-3553 MASTER

20063596-R1 Skyrizi PB-10.5x13(.67).indd   1 08 Apr 2020   12:43 PM

US-SKZD-200177

US-SKZD-200177

15-8166 US-SKZD-200177 Jrnl_Ad.indd   415-8166 US-SKZD-200177 Jrnl_Ad.indd   4 5/29/2020   11:31:12 AM5/29/2020   11:31:12 AM

DT1020_001-004_AbbvieSkyrizi.indd   4DT1020_001-004_AbbvieSkyrizi.indd   4 9/29/20   9:14 AM9/29/20   9:14 AM



October2020
Volume 41, Number 10ta

b
le of contents

AC N E

Sustainable, plant-based skincare is a billion-dollar market
'Clean' skincare trend grows

C L I N I CAL  I N S I G HT

Dermatologists have seen 50% drop
Pandemic patient volumes

Non-invasive skin sampling 
differentiates AD from PsO

columns
legal eagle
DAVID J. GOLDBERG, M.D., J.D. 

8I WARNED MY PATIENT
My patient developed infection that lead to sepsis 

       and now she's suing for negligence.

cosmetic conundrums
ZOE DIANA DRAELOS, M.D.

10THE RETINOID REVOLUTION
Dr. Draelos shares why this potent antioxidant is found 

 in many anti-aging formulations.

TAPE STRIPS 
DETECT 
BIOMARKERS

ATO P I C  D E R MAT I T I S

5

OCTOBER 2020

Im
a

g
e: Sto

c
k/A

d
o

b
e/

DT1020_CV2_005-006_CMletterTOC.indd   5DT1020_CV2_005-006_CMletterTOC.indd   5 9/30/20   8:41 AM9/30/20   8:41 AM



table of contents

Dermatology Times® (Print: ISSN 0196-6197, Digital ISSN 2150-6523) is 
published monthly by MultiMedia Healthcare LLC,  2 Clarke Drive, Suite 100 
Cranbury, NJ 08512. Subscription rates: $95 for one year in the United States 
and Possessions; $140 for one year in Canada and Mexico; all other countries, 
$185 for one year. International pricing includes air-expedited service. Single 
copies (prepaid only): $10 in the United States, $15 in Canada and Mexico, $20 
all other countries. Back issues, if available, are $20 in the United States and 
Possessions, $30 in Canada and Mexico, and $40 in all other countries. Include 
$6.50 per order plus $2 for additional copy for U.S. postage and handling.If 
shipping outside the United States, include an additional $10 per order plus $3 
per additional copy. Periodicals postage paid at Trenton, NJ 08650 and addi-

tional mailing offices. POSTMASTER: Please send address changes to Der-
matology Times®, PO Box 457, Cranbury ,NJ 08512-0457. Canadian G.S.T. 
number: R-124213133RT001.Publications Mail Agreement Number 
40612608. Return undeliverable Canadian addresses to IMEX Global Solu-
tions, P.O. Box 25542, London, ON, N6C 6B2,Canada. Printed in the U.S.A.

© 2020 MultiMedia Medical LLC All rights reserved. No part of this publica-
tion may be reproduced or transmitted in any form or by any means, electron-
ic or mechanical including by photocopy, recording, or information storage 
and retrieval without permission in writing from the publisher. Authorization 
to photocopy items for internal/educational or personal use, or the internal/

educational or personal use of specific clients is granted by MJH Life Scienc-
es for libraries and other users registered with the Copyright Clearance 
Center, 222 Rosewood Dr. Danvers, MA 01923, 978-750-8400 fax 978-
646-8700 or visit http://www.copyright.com online. For uses beyond those 
listed above, please direct your written request to Eric Temple-Morris, VP 
Business Solutions & Dental (415) 947-6231 or email: etemple-morris@
mmhgroup.com.

MJH Life Sciences  provides certain customer contact data (such as custom-
ers name, addresses, phone numbers, and e-mail addresses) to third parties 
who wish to promote relevant products, services, and other opportunities that 

may be of interest to you. If you do not want MJH Life Sciences to make your 
contact information available to third parties for marketing purposes, simply 
call toll-free 866-529-2922 between the hours of 7:30 a.m. and 5 p.m. CST 
and a customer service representative will assist you in removing your name 
from MJH Life Sciences lists. Outside the US, please phone 218-740-6477..

Dermatology Times® does not verify any claims or other information appear-
ing in any of the advertisements contained in the publication, and cannot take 
any responsibility for any losses or other damages incurred by readers in re-
liance on such content. 

Dermatology Times® welcomes unsolicited articles, manuscripts, photo-

graphs, illustrations and other materials but cannot be held responsible for 
their safekeeping or return.

Library Access Libraries offer online access to current and back issues of 
Dermatology Times® through the EBSCO host databases. 

To subscribe, call toll-free 888-527-7008.
Outside the U.S., call 218-740-6477.

PRINTED IN

U.S.A.

DermatologyTimes®

 ACNE

11HS ASSOCIATED WITH ACNE 
CONGLOBATA

Hidradenitis suppurativa has come to be associated 
with systemic inflammation, including acne 
conglobata.

16CASE SERIES HIGHLIGHTS ACNE 
SCARRING PHENOTYPE

Retrospective review identified individuals with 
nasal papules thought to represent scarring sequelae 
of acne.

 ROSACEA 

19MISINFORMATION DELAYS 
DIAGNOSIS

Careful clinical examination, a thorough history and 
biopsy may help to differentiate rosacea from other 
more common diseases.

20PHENOTYPE-BASED  
APPROACH

Global panel updated recommendations around 
diagnosis, classification and monitoring of rosacea.

25COMBINED TX ADDRESSES 
MULTIPLE SYMPTOMS

PDL plus intradermal botulinumtoxinA injection 
improves erythema, flushing, and burning.

 ATOPIC DERMATITIS

28DUPILUMAB OUTLASTS 
CYCLOSPORINE

Discontinuation varies significantly, data show.

30DRUG VEHICLES DELIVER 
ADDED BENEFITS

Interaction should be considered in therapeutic 
choices.

31LEBRIKIZUMAB RAPIDLY 
IMPROVES QUALITY OF LIFE

Drug showed dose-dependent improvement. 

 PSORIASIS

34STUDY REAFFIRMS 
INTERMITTENT BIOLOGIC USE

Data show patients regain disease control following 
retreatment.

35BIOLOGIC MANAGEMENT 
CONSIDERATIONS

Stopping pre-op therapy is unneccesary.

36DATA SUPPORT  
ILUMYA SAFETY

Phase 3 data show efficacy and safety last up  
to five years.

 SKIN CANCER

38NMSC DESTRUCTIVE  
TECHNIQUES COMPARED

C&C and ED&C  have comparable cure rates.

39NPS SHOWS POSITIVE RESULTS
Accumulating data for is promising for 

eradicating BCC and warts.

40MY EXPERIENCE WITH SRT
SRT offers a safe, office-based option for 

patients in whom surgery is not indicated.

 ANTIAGING

42COMPLICATIONS  
IN DARKER SKIN

Knowing the risks is key for avoidance and 
management.

48STEM CELL MEDIA BOOSTS 
MICRONEEDLING BENEFITS

Study finds better outcomes with microneedling  
pre-treatment.

16

42

6

OctOber 2020

DT1020_CV2_005-006_CMletterTOC.indd   6DT1020_CV2_005-006_CMletterTOC.indd   6 9/30/20   8:41 AM9/30/20   8:41 AM



D E R M A V A N T. C O M

WE WILL CHALLENGE THE STATUS QUO.
WE WILL DELIVER ON OUR PROMISES.

Dermavant Dermatology Times single page 10_5 X 13_75 Fbw.indd   1Dermavant Dermatology Times single page 10_5 X 13_75 Fbw.indd   1 7/23/20   12:31 PM7/23/20   12:31 PMDT1020_007_Dermavant.indd   7DT1020_007_Dermavant.indd   7 9/29/20   9:14 AM9/29/20   9:14 AM



legal eagle

This court was the � rst to create 
the ‘professional standard’ 
of disclosure…”

I warned my patient – was it enough?

by DAVID J. GOLDBERG, M.D., J.D. 

Dr. Goldberg is director of Skin Laser and Surgery Specialists of New York and New Jersey, past director of Mohs and Laser Research, 
Icahn School of Medicine at Mt. Sinai; and, adjunct professor of law, Fordham Law School in New York City.

After a lengthy hospitalization, loss of her job 
and a newly developed fear of physicians, she 
sues Dr. Lose for negligence. The crux of her 
case is based on the fact that, although she was 
warned about the possibility of infection, Dr. 
Lose should have explained to her that infection 
could lead to sepsis and possibly death. 

Should Dr. Lose have discussed that 
infection can lead to sepsis? Was his warning 
about the risk of infection enough? What 
should he have disclosed during his informed 
consent with his patient?   

There are currently two di� erent standards 
as to what a physician must disclose to a 
patient; they are: 
 a physician-centered standard, and 
 a patient-centered standard.  

The � rst court to express a physician-
centered standard was Natanson v. Kline in 
1960. In this case, the patient underwent cobalt 
radiation therapy to prevent the return of her 
breast cancer, after a mastectomy. The patient 
sued her physician, claiming that the physician 
was negligent in not warning her of the risks 

of radiation therapy, which resulted in severe 
injury. The court stated that the physician must 
“disclose and explain to the patient in language 
as simple as necessary the nature of the ailment, 
the nature of the proposed treatment, the 
probability of success or of alternatives, and, 
perhaps, the risks of unfortunate results and 
unforeseen conditions within the body...” 
This standard is the language most courts use 
today in de� ning what must be disclosed to get 
informed consent.  

This court was the � rst to create the 
“professional standard” of disclosure when 
it held that the “duty of the physician to 
disclose…is limited to those disclosures which 
a reasonable medical practitioner would make 
under the same or similar circumstances.”

In 1972, three di� erent courts modi� ed 
the Natanson standard by holding that the 
disclosure standard was what a patient 
would reasonably need to know in order to 
make an informed decision rather than what 
a reasonable physician would disclose.  This 
reasonable patient standard — more than the 

reasonable practitioner standard — would 
give a patient even more autonomy and right 
of self-determination.  It should be noted that 
the patient-centered standard remains the 
minority view in this country. 

In Wilkinson v. Vesey, a patient underwent 
radiation therapy after the physician diagnosed 
probable lymphoma.  As a result of the 
radiation therapy, the patient’s skin on his chest 
and back necrosed and eventually required 
plastic surgery.  The patient sued the physician, 
claiming the physician failed to disclose all 
possible risks of the radiation therapy, thus 
failing to get the patient’s consent.

The Wilkinson court criticized the 
physician-centered standard on what to disclose. 
The Wilkinson court noted that the requirement 
of expert testimony undermines the fundamental 
principle underlying the doctrine of informed 
consent, which is the patient’s right to do as she 
wishes with her own body.  The court held, 
“The requirement that a patient obtain an expert 
to evaluate the disclosures…undermines the 
very basis of the informed consent theory — the 
patient’s right to be the � nal judge to do with his 
body as he wills.” 

It would seem likely that Dr. Lose, in a 
“reasonable medical practitioner” jurisdiction, 
is not likely to lose his case. In a “reasonable 
patient” jurisdiction, the � nal conclusion is not 
so clear. 

Dr. Lose has surgically removed an invasive squamous cell 
carcinoma from the face of his patient Ms. Doe. He has warned 
her about the risks of infection, bleeding and scarring. The surgery 
is performed without diffi culty. Unfortunately, some fi ve days after 
surgery, Ms. Doe develops cellulitis and ultimately sepsis.
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cosmetic conundrums

Retinol remains the most e� ective 
antiaging ingredient in cosmeceuticals.”

The retinoid revolution

by ZOE DIANA DRAELOS, M.D.

Dr. Draelos is a consulting professor of dermatology, Duke University School of Medicine, Durham, N.C.

Q  What are carotenoids and how are 
they related to Vitamin A?
Carotenoids encompass several substances 
including beta-carotene, zeaxanthin, lutein, 
and lycopene, all of which are � nding their 
way into skin nutritional supplements.  Vita-
min A is only found in those carotenoids that 
can be converted to retinol, which is essen-
tial for vision, gene transcription, and immune 
function.  Retinol can modulate retinoid recep-
tors in the skin, making it the most e� ective of 
the OTC topical vitamin A derivatives.  Other 
derivatives, such as the commonly used retinyl 
palmitate, are not directly capable of binding 
with skin retinoid receptors; however, they can 
function as antioxidant preservatives by pre-
venting oxidation of lipids present in moistur-
izer formulations.

Zeaxanthin and lutein are isomeric with one 
another, but are not forms of vitamin A.  Lutein 
is a major antioxidant in the macula lutea of 
the eye with decreasing levels leading to mac-
ular degeneration, a major cause of blindness.  
Lutein absorbs blue light and appears yellow in 
low concentration and orange-red in high con-
centration, but it is not used in skincare because 
it discolors formulations.

Lycopene is also not a vitamin A as it is not 
a source of retinol.  It is a very important oral 
antioxidant, found in tomatoes, ketchup, and 
watermelon, but it is � nding its way into some 
skincare formulations.  It, too, is a pigmented 
molecule, which makes formulation di�  cult.

While zeaxanthin, lutein, and lycopene are 
not able to topically modulate cutaneous reti-
noid receptors, they are important dietary skin 

antioxidants.  These ingredients are frequently 
found in skin vitamins, but it is not necessary to 
purchase an expensive supplement.  One table-
spoon of ketchup or a fresh tomato each day 
will provide all the zeaxanthin, lutein, and lyco-
pene necessary for skin health!

QWhy is there so much interest in 
Vitamin A in skincare products?
There is great interest in topical vitamin A 
because of the appearance successes seen with 
prescription tretinoin.  Tretinoin is the only 
prescription product demonstrated to reduce 
facial � ne lines and wrinkling.  Retinol, the 
vitamin form, is converted in minute quantities 
to tretinoin in the dermis; thus, an OTC ingre-
dient might be able to mimic the e� ects of pre-
scription tretinoin.  This is why retinol is found 
in many antiaging formulations.  

Retinol is a relatively inexpensive ingredi-
ent with great manufacturing challenges.  It is 
a potent antioxidant best produced in an oxy-
gen-free environment and packaged to mini-
mize oxygen exposure.  Other antioxidants are 
added to retinol formulations to assist in stabi-
lization.  Unfortunately, retinol possesses some 
skin irritation issues, although to a lesser degree 
than tretinoin.  Retinol remains the most e� ec-
tive antiaging ingredient in cosmeceuticals.

Q  How can retinoid irritation 
be minimized?
Irritation is clearly the most challenging 
patient issue with retinol and tretinoin.  E�  -
cacy can be had, but patients � nd getting there 
sometimes impossible.  Before beginning ret-

inoid antiaging treatment, it is important to 
optimize the skin barrier.  Be sure all derma-
tologic disease, such as seborrheic dermatitis, 
rosacea, or acne, is treated.  Switch the patient 
to a mild facial cleanser (CeraVe or Cetaphil 
Gentle Cleanser) for use morning and eve-
ning.  Remove all facial exfoliants, toners, 
and scrubs from the patient’s cleansing rou-
tine.  Use a good moisturizer as the only skin-
care product morning and evening (CeraVe 
or Cetaphil Cream). Any colored cosmetic 
desired can be worn, but only a gentle cleanser 
and cream moisturizer can be used.  Continue 
this skincare regimen for two weeks.

After the two-week basic skincare washout 
period, begin with the lowest strength retinoid 
applied every evening to a clean washed face.  
Be sure the face is allowed to completely dry 
at least 20 minutes.  Apply a pea sized amount 
of the retinoid with one dab to the forehead, 
nose, right cheek, left cheek, and chin.  Spread 
until a thin layer is achieved avoiding the moist 
areas of the face, such as eyes and lips.  Be care-
ful not to apply to the corners of the mouth and 
nose.  Immediately after the retinoid is spread, 
apply a generous amount of cream moistur-
izer in the same manner as frosting a cake.  Use 
each strength of retinoid for four weeks prior to 
increasing the dose.

If too much irritation occurs, it is possible to 
miss a dose, but the more doses that are missed, 
the more challenging the retinization process 
will become.  Not all patients will be able to use 
the strongest dose.  When irritation arises, it 
may be best to leave the patient at the most tol-
erable dose without the risk of increase. 
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acne
Quick TAKES

Understanding the association between hidradenitis 
suppurativa and acne conglobata and accurately assessing 
the crossover of symptoms can help clinicians plan optimal 
treatment and management strategies for their patients.

More than just a cutaneous disorder, hidradenitis 
suppurativa has come to be associated with systemic 
inflammation as well as a growing list of comorbidities 
including acne conglobata.

Study finds HS associated 
with acne conglobata
ILYA PETROU, M.D. | Staff Correspondent

H istorically thought to be a disor-
der limited to the skin, hidradeni-
tis suppurativa (HS) is now under-
stood to have systemic manifesta-

tions and comorbidities that can significantly 
impact well-being and quality of life. 

A recent study1 found a significant association 
between HS and acne conglobata, highlighting 
the systemic nature of the disorder as well as the 
importance of contemplating treatment strategies 
that can target both disorders.

Traditionally, HS was considered to be part 
of the "follicular occlusion" tetrad including Pilo-
nidal sinus, Folliculitis decalvans, and acne con-
globate; however, continued research has led to 
the conventional wisdom that follicular occlusion 
is only one of the components that drive HS. 

“We understand now that HS is much more 
an inf lammatory condition with significant 
lesional and circulating inflammatory markers 
such as tumor necrosis factor alpha (TNF-a), 
interleukin (IL)-17 and IL-23. Furthermore, the 
pathophysiology of acne indicates the presence of 
inflammatory markers especially in severe nodu-
locystic acne rather than it simply being ‘blocked 
pores,’” says Saxon D. Smith, MBChB, FADC, 
Ph.D., principal dermatologist, The Derma-
tology and Skin Centre, Gosford, Sydney, and 
co-author of the study.

“Interestingly, in my clinic, I often see HS 
patients with bad acne-like nodulocystic lesions 
around the neck, jawline and back. These fre-
quently cause significant scarring and are much 
more HS-like in their behavior,” he adds. 

Dr. Smith and fellow colleagues conducted a 

systematic review of case-control studies evaluat-
ing the relationship and association between HS 
and acne vulgaris/conglobata. Using the databases 
Pubmed, Ovid MEDLINE, and EMBASE, an 
electronic search was conducted with key terms 
including hidradenitis suppurativa, acne inversa, 
velpeau, verneuil, acne vulgaris, and acne conglo-
bata. Researchers performed manual reviews of arti-
cles to identify further articles and studies compar-
ing cases and controls to include in the final analysis.

After applying the inclusion/exclusion criteria 
for the 1,271 references found, four case-control 
studies remained in the final evaluation, yield-
ing a total of 175,792 HS patients compared with 
17,146,276 control cases. 

A meta-analysis of the data revealed that HS 
was significantly associated with acne vulgaris/
conglobata after adjustment for potential con-
founders. In a pooled unadjusted meta-analysis, 
researchers found a significantly higher propor-
tion of patients with acne vulgaris/conglobata in 
HS cases compared to controls. 

There are multiple clinical features which are 
common to both the development of HS and acne 
vulgaris/conglobata including follicular obstruction, 
dilatation, inflammation and rupture. According to 
Dr. Smith, common pathological mechanisms such 
as excessive activation of the innate immune system 
and increased cytokine and IL-1 release may lead to 
neutrophil-rich cutaneous inflammation. Moreover, 
IL-17 has also been shown to be overexpressed in 
both HS and acne vulgaris,  which is thought to pro-
mote cutaneous neutrophil-driven inflammation, 
further lending credence to the association of the 
two disorders. 

“I feel that acne vulgaris/conglobate is in a 
spectrum with HS. Some patients who look like 
they have acne as a separate diagnosis, in fact, 
have HS affecting their neck/jawline/back, while 
other patients will simply have bad acne with 
comorbid HS. It is important to recognize the 
different groups because they need different ther-
apies to maximize the control of their disease,” 
Dr. Smith says.

Severe cases of acne conglobata and HS can 
cause significant scarring in the neck, back, and 
jawline regions and it is therefore paramount for 
clinicians to intervene as early as possible with 
optimal treatment strategies to help minimize 
these sequelae. According to Dr. Smith, the right 
therapy can help address the significant active 
disease and scarring sequalae, both of which, if 
untreated/undertreated, can cause a significant 
detrimental impact on the quality of life of patients. 

“Given the underdiagnosed nature of HS 
as well as the gradually escalating severity of 
HS over time, it is important to ask our moder-
ate-to-severe acne patients if they have any symp-
toms or signs of HS. This is also important in 
order to choose the most appropriate therapy for 
their condition as well as being able to give a more 
accurate expected outcome for the therapy we are 
asking the patient to take,” Dr. Smith says. 
Disclosures: 
Dr. Smith has the following disclosures: Abbvie: Advisory Board, Speaker, Confer-
ence, Travel sponsorship; UCB: Sub-Investigator
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The minocycline you know and trust.1 
•  In large, 12-week trials, Amzeeq demonstrated an improvement vs. vehicle foam 

in both inflammatory lesions and IGA scores.1*

•   The most commonly reported adverse reaction was headache (3%).1,2

The tolerability of a gentle foam.1 
•  Proprietary oil-based foam vehicle contains natural moisturizing ingredients 

without drying agents like ethyl alcohol.1 ,3†

The innovation you’ve been waiting for.
•  Molecule Stabilizing Technology (MST)™ enables 

minocycline to be placed into a lipophilic vehicle
for stable topical delivery.4,5

FOR YOUR PATIENTS WITH INFLAMMATORY 
LESIONS OF MODERATE TO SEVERE 
ACNE VULGARIS.

THE FIRST AND ONLY TOPICAL MINOCYCLINE FOR ACNE

MINOCYCLINE 
IS AT YOUR 
PATIENT’S 
FINGERTIPS.

Visit AmzeeqHCP.com to learn more.

INDICATIONS AND USAGE
AMZEEQ® (minocycline) topical foam, 4% is indicated for the 
treatment of infl ammatory lesions of non-nodular moderate 
to severe acne vulgaris in adults and pediatric patients 9 
years of age and older. 
Limitations of Use: This formulation of minocycline has not 
been evaluated in the treatment of infections. To reduce 
the development of drug-resistant bacteria as well as to 
maintain the effectiveness of other antibacterial drugs, 
AMZEEQ should be used only as indicated.

IMPORTANT SAFETY INFORMATION
Contraindications: Persons who have shown hypersensitivity 
to any of the tetracyclines or any other ingredient in AMZEEQ.
Warnings and Precautions
Flammability: The propellant in AMZEEQ is fl ammable. 
Instruct the patient to avoid fi re, fl ame, and smoking during 
and immediately following application. 
AMZEEQ is a topical foam. While systemic absorption of 
AMZEEQ is low, and serious adverse reactions were not 
seen in clinical studies, the following adverse reactions 
associated with oral minocycline should be considered:

IMPORTANT SAFETY INFORMATION (cont.)
•  Photosensitivity: Patients should minimize or avoid 

exposure to natural or artifi cial sunlight while using 
AMZEEQ. Advise patients to discontinue treatment 
with AMZEEQ at the fi rst evidence of sunburn.

•  Hypersensitivity reactions: Discontinue AMZEEQ 
immediately if symptoms of anaphylaxis, serious 
skin reactions, erythema multiforme, and drug 
reaction with eosinophilia and systemic symptoms 
(DRESS) syndrome occur.

•  Tissue hyperpigmentation: Discoloration of organs, 
including nails, bone, skin, eyes, thyroid, visceral 
tissue, oral cavity (teeth, mucosa, alveolar bone), 
sclerae and heart valves.

•  Superinfection: Overgrowth of non-susceptible 
organisms, including fungi. If superinfection occurs, 
discontinue AMZEEQ and institute appropriate 
therapy.

Adverse Reactions: The most common adverse 
reaction reported during clinical trials of AMZEEQ 
was headache. 

•  Teratogenic effects, inhibition of bone growth & 
permanent tooth discoloration: Use during the 
second and third trimesters of pregnancy, infancy 
and childhood up to the age of 8 years may cause 
permanent discoloration of the teeth (yellow-gray-
brown) and reversible inhibition of bone growth.

•  Clostridium diffi cile associated diarrhea (CDAD): If 
CDAD occurs, discontinue AMZEEQ.

•  Hepatotoxicity & metabolic effects: If renal impairment 
exists or if liver injury suspected, discontinue AMZEEQ. 

•  Central nervous system effects: Patients experiencing 
light-headedness, dizziness or vertigo should be 
cautioned about driving vehicles or operating heavy 
machinery. 

•  Intracranial hypertension: Clinical manifestations include 
headache, blurred vision, diplopia, and vision loss. 
Discontinue AMZEEQ immediately if symptoms occur.

•  Autoimmune syndromes: Symptoms may be manifested 
by fever, rash, arthralgia, and malaise. Discontinue 
AMZEEQ immediately if symptoms occur.

IMPORTANT SAFETY INFORMATION (cont.)

See Brief Summary of Prescribing Information for 
AMZEEQ on following pages.

*    Coprimary endpoints at Week 12 were: Absolute change from baseline in 
infl ammatory lesion count and IGA endpoint success. IGA success was defi ned as 
an IGA score of 0 or 1 (clear or almost clear), and at least a 2-grade improvement 
(decrease). IGA = Investigator’s Global Assessment. 2418 patients were included 
if they had 20-50 infl ammatory lesions (papules, pustules, nodules) and 
25-100 noninfl ammatory lesions (open, closed comedones) and an IGA score on 
a 6-point scale of moderate or severe (grade 3 or 4).

†  Amzeeq 4% topical foam contains the following inactive ingredients: soybean 
oil, coconut oil, light mineral oil, cyclomethicone, cetostearyl alcohol, stearic 
acid, myristyl alcohol, hydrogenated castor oil, white wax (beeswax), stearyl 
alcohol, docosanol, and propellants (butane + isobutane + propane).

REFERENCES: 1. Amzeeq® (minocycline) topical foam, 4% Prescribing Information. 
Bridgewater, NJ: Foamix Pharmaceuticals, Inc; 2019. 2. Data on fi le. 3. Lin TK, et al. 
Int J Mol Sci. 2017;19(1). pii: E70. doi: 10.3390/ijms19010070. 4. Moribe K, et al. Chem 
Pharm Bull. 2010;58(8):1096-1099. 5. Yokota J, et al. J Chin Med Assoc. 2018;81:511e519.

Amzeeq is a registered trademark of Foamix Pharmaceuticals Ltd.,
a wholly owned subsidiary of Menlo Therapeutics Inc.
©2020 Foamix Pharmaceuticals Ltd. All rights reserved.
COM-AMZ-US-200155 09/2020
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acne
Quick TAKES

This condition is underrecognized and further 
research is needed to understand its epidemiology, 
pathogenesis, and management.

A retrospective review of patients seen in an academic 
dermatology clinic over a one-year period identified 20 
individuals with nasal papules in association with acne. 

The papules are thought 
to represent scarring 
sequelae of acne.

Case series highlights acne 
scarring phenotype
CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

P apules occurring predominantly on 
the nose is an underrecognized form 
of acne scarring that seems to dispro-
portionately affect younger males with 

skin of color, reported dermatology researchers 
from the New York University Grossman School 
of Medicine, New York. In an article published 
first online1, researchers reported findings from a 
retrospective review that identified a series of 20 
patients who presented with multiple papules on 
the nose in association with acne vulgaris. 

Patients with nasal papules were identified 
through a review of electronic medical records 
between April 2018 and April 2019 by search-
ing a photograph archive database using the 
terms “acne” and “nasal papules.” The patients 
who were identified included 17 males and three 
females. The median age of presentation was 16 
years (range 12 to 30 years) and the mean age of 
acne onset was 14 years (range 11 to 20 years). 

Nasal papules appeared concurrently or shortly 
after the development of acne. The majority of 
patients had moderate-to-severe acne and half were 
noted to have concurrent acne on the nose specif-
ically. Five patients had papules on both the nose 
and chin. No patients had facial or extrafacial hyper-
trophic or keloidal scarring. Eight patients were 
noted to have atrophic acne scars on the cheeks. 

Histopathologic examination of biopsies from 
five patients demonstrated dermal fibrosis and 
dilated thin-walled blood vessels, findings that 
the researchers noted were indistinguishable 

from those of conventional angiofibromas. 
“It is not clear whether these lesions are true 

angiofibromas or a distinct entity with shared 
characteristics. Although acne has not been impli-
cated in the development of angiofibromas, based 
on the data available for our patients, we do not 
believe that their lesions are a manifestation of any 
of the genetic conditions that are associated with 
multiple facial angiofibromas,” says Jorge Roman, 
M.D., lead author and dermatology resident. 

Cutaneous stigmata of tuberous sclerosis were 
absent in all patients. None of the patients had a 
personal or family history of any genetic disorders.

Dr. Roman told Dermatology Times that he 
was motivated to undertake the review after see-
ing a patient with these nasal papules early dur-
ing his training and finding a lack of information 
in the literature describing the condition. A liter-
ature search identified just two published reports 
of papular acne scarring. 

Dr. Roman says, “Our study reports just a 
small series of patients that are affected by what we 
believe to be a much more prevalent problem. This 
condition is both under-recognized and under-re-
ported. Having been raised in a predominately 
Latino community in Texas, I can easily recall see-
ing people with these papules growing up.” 

All patients in the study were Fitzpatrick skin 
type III, IV, or V. In this cohort almost all of the 
cases were seen in adolescent Hispanic males. 
The cohort was comprised of 17 Hispanics, two 
African Americans, and one Asian patient. Infor-

mation on patient ethnicity was absent in the pre-
vious reports of papular acne scars; so the pro-
clivity of this condition for this particular patient 
demographic was a novel finding.

Dr. Roman proposed that the paucity of 
reports describing the nasal papules might be 
related to healthcare disparities. 

“Previous research has shown that racial 
minorities are lower utilizers of dermatologic 
care. It is possible that the patient demographic 
most afflicted by this condition face significant 
barriers when seeking care,” he tells Dermatology 
Times. “Given the dearth of information available 
on this condition, clinicians may not recognize it 
as an acne-related scarring process.” 

In the published article, the authors stated 
that the nasal papules persisted despite conven-
tional acne treatments such as topical antibiot-
ics, oral antibiotics, and isotretinoin. Dr. Roman 
says. “Evaluation of different treatments for these 
papules is an area of ongoing investigation. Phys-
ical treatment modalities such as ablative laser or 
surgical removal seem to be the most efficacious.”

He and his coauthors hope to raise awareness 
of this entity in order to encourage further inves-
tigation and improve patient care. 

“Early recognition and treatment can prevent 
the development or progression of these poten-
tially disfiguring lesions,” Dr. Roman says. 
References
1  Roman J, Krueger s, Young TK, et al. The “bumpy” adolescent nose: Acne asso-
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These patients look for sustainable products 
such as plant-based essential and botanical oils, 
she adds. 

Accordingly, the market for clean skincare has 
grown exponentially in recent years. 

“It’s a billion-dollar industry that now encom-
passes about 25% of skincare sales,” she says. 

Depending on the brand, Dr. Berson says she 
has no problem with patients using “clean” alter-
natives if these products make patients feel better 
without making their skin worse. 

“But the FDA has not de� ned this category, 
and some patients can develop allergies, sensitivi-
ties and photosensitive reactions to botanical prod-
ucts,” she says. 

With that in mind, she says, effective skin-
care can help to mend the compromised barrier 
of acne and rosacea, as well as reducing in� amma-

tion, camou� aging lesions, addressing microbiome imbalances and, hope-
fully, minimizing the appearance of oiliness and pores.

CLEANSERS
“The purpose of cleansing is to emulsify and solubilize dirt, sebum and 
irritants,” she says. 

While surfactants can damage the stratum corneum, moisturizing 
synthetic detergent cleansers contain milder synthetic surfactants and 
impart emollient lipids. Popular acne cleansing ingredients include ben-
zoyl peroxide, salicylic acid and hypochlorous acid.

“Patients with acne and rosacea should avoid harsh scrubs and 
alcohol-based products,” Dr. Berson adds. “Gentle cleansing will help 
restore the barrier and enhance the microbiome.” 

MOISTURIZERS
Moisturizers should not only help repair the epidermal barrier, but also 
improve tolerability of prescription topicals without compromising their 
e�  cacy. Patients with acne should use noncomedogenic moisturizers, she 
says. 

“Ingredients to look for include emollient lipids such as ceramides, 
humectants such as glycerin and hyaluronic acid, and anti-in� ammato-
ries such as antioxidants, niacinamide, � avonoids and botanicals, which 
will help decrease in� ammation and irritation,” she says. 

Additional ingredients commonly found in drugstore and private-la-
bel moisturizers include hyaluronic acid, niacinamide, thermal spring 
waters and botanical extracts intended to decrease in� ammation. 

SUNSCREENS AND MAKEUP
“All patients with acne and rosacea should be using sunscreen,” she says. 

Sunlight exacerbates rosacea, and oral doxycycline may increase 
photosensitivity. Some topical medications can cause irritation when 
� rst used, Dr. Berson says.

New sunscreen ingredients include phytolases, which are lipos-
ome-encapsulated DNA repair enzymes that address thymidine dimers 
and a� ect telomere shortening. Newer sunscreen delivery systems that 
can help patients with acne and rosacea include sticks, sprays and gels. 

“These are all nongreasy,” she says. “And males, who have more 
sebaceous or oily skin, tend to like these because they don’t clog pores.” 

For women, Dr. Berson says, sunscreen powders and compacts with 

tinted formulas can help camou� age acne. Most mineral sunscreens con-
sist of micronized silica, which de� ects light, decreasing the appearance 
of pores and � ne lines and camou� aging redness, she says. 

“As far as cosmetics, mineral makeup is the way to go if you want to 
reduce the appearance of oil and pores and camou� age acne.” 

The inorganic compounds titanium dioxide and zinc oxide can pro-
vide both camou� age and sun protection. Dimethicone cross-polymers 
not only hydrate and lubricate skin, she says, but also provide mattify-
ing e� ects. Talc microspheres absorb oil. 

“Green tint underneath makeup is helpful to camou� age redness,” 
Dr. Berson adds. 
Disclosures:
Dr. Berson has been an investigator, advisor or consultant for Aclaris, Allergan, Allmirall, Cassiopea, CLN, Crown, Evolus, Fern-
dale, L’Oreal, Ortho Dermatologics, Procter & Gamble, Revance, RegimenPro and Sonoma.
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“ The FDA has not defi ned this category, and some 
patients can develop allergies, sensitivities and 
photosensitive reactions to botanical products.”

Diane S. Berson, M.D., Weill Medical College of Cornell University, New York

 'Clean' skincare trend grows FROM PAGE 1

More than ever, 
consumers are 
demanding 
“clean” skincare 
products and 
regimens, an 
expert says.

Effective skincare 
will improve 
the skin barrier, 
reduce acne 
and rosacea 
infl ammation, 
camoufl age 
lesions, re-
balance the 
microbiome, 
and minimize 
the appearance 
of fi ne lines and 
oiliness. 

Quick TAKES

The percent of skincare 
sales that is "clean" 
and is now 
a billion-dollar market. 
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rosacea
Quick TAKES

Careful clinical examination, a thorough history 
and biopsy in some cases are needed for 
accurate diagnosis and differentiating rosacea 
from diseases that may be more common.

The idea that rosacea is 
uncommon in darker skinned 
individuals may be due to 
underrecognition.

Misinformation delays Dx
CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

R osacea occurs across the entire spec-
trum of skin of color patients. Knowl-
edge about its epidemiology is the 
foundation for early recognition and 

safe, effective treatment, says Theodore Rosen, 
M.D., who spoke during the Skin of Color 
Update virtual meeting September 12-13. 

“According to some older publications, rosa-
cea is not even seen among individuals with skin 
of color. Such misinformation can lead to a delay 
in diagnosis,” says Dr. Rosen, professor of der-
matology, Baylor College of Medicine, Houston. 
“Maintaining an index of suspicion for rosacea 
and including it in the differential diagnosis is the 
first step to timely identification.”

PREVALENCE DATA
According to a 2018 meta-analysis, rosacea had 
an estimated global prevalence of 5.5% among 
adults. Information on prevalence among U.S. 
patients with skin of color is available from a 
study examining data from the U.S. National 
Ambulatory Medical Care Survey for the years 
1993 to 2010. Of the approximately 31.5 mil-
lion rosacea visits included, approximately 2% 
were for black patients, approximately 2% were 
for Asians, and Hispanic or Latino patients 
accounted for approximately 4% of the visits. 

“Added together, those rates suggest a preva-
lence of about 8% among skin of color patients, indi-
cating that rosacea is certainly not unheard of in this 
group. In addition, keep in mind, that the skin of 
color population also includes people of Mediterra-
nean and Middle Eastern descent and representing 
multiple Asian countries. Individual studies report 
rosacea among skin of color patients residing in a 
range of global regions,” Dr. Rosen says.

CLINICAL FINDINGS
Difficulty recognizing some of the manifestations 

of rosacea in darker skinned patients may contrib-
ute to its underdiagnosis. However, all of rosacea's 
features (ie, fixed centrofacial erythema, phyma-
tous changes, flushing, papules and pustules, tel-
angiectasia, and ocular manifestations) have been 
described in patients with skin of color. Rosacea in 
black patients may also be associated with granu-
lomatous lesions. Dr. Rosen notes that, in particu-
lar, erythema and telangiectasias may be more 
difficult to detect in people with darker skin. 

Because rosacea might be considered rare or 
non-existent in skin of color, the diagnosis may 
be overlooked for other diseases that are more 
prevalent. For example, African Americans may 
be misdiagnosed with systemic lupus erythema-
tosus, dermatomyositis, or sarcoidosis, and acne 
vulgaris may be misdiagnosed across the spec-
trum of skin of color patients who present with 
papules and pustules. 

“Careful examination and thorough history 
will help lead to the correct diagnosis,” Dr. Rosen 
says.  “In most cases of rosacea, there is an initial 
history of excessive flushing whereas the other dis-
eases are unlikely to be associated with flushing.”

Patient age may provide another clue for dif-
ferentiating acne vulgaris and rosacea because 
rosacea tends to occur in older individuals, 
although there is overlap in the age range of 
patients affected by the two diseases. Addi-
tional signs for establishing a diagnosis of rosa-
cea include a history of flushing and absence of 
comedonal lesions.

Dr. Rosen says that the granulomatous form of 
rosacea in black patients may be difficult to distin-
guish from sarcoidosis based on clinical appear-
ance alone. With rosacea, however, patients tend 
to present with nodules located primarily around 
the eyes and nose, and notably patients with the 
granulomatous variant of rosacea are not affected 
by flushing and persistent erythema. 

“Biopsy for histopathological examination 
should be considered for an accurate diagno-
sis,” Dr. Rosen says.

TREATMENT APPROACH 
Medical approaches used to treat rosacea are the 
same for fair-skinned patients and those within 
the skin of color population. Laser and light 
therapy are also part of the armamentarium for 
treating rosacea-associated telangiectasias, ery-
thema, and phyma in skin of color patients, but 
with the caveat that care must be taken to use 
the proper setting that will minimize the risk 
of post-treatment pigmentary changes and scar-
ring, Dr. Rosen says.

“Laser and light interventions need to be 
used very judiciously and perhaps are best done 
in the hands of dermatologists who have expe-
rience with these modalities in the skin of color 
population,” he states. 

Awareness and control of trigger factors also 
are a component of rosacea management for skin 
of color patients. 

“It is interesting that on a global basis, many 
skin of color populations live in hot, humid 
regions, so that rosacea in these individuals may 
be aggravated by the environmental conditions,” 
Dr. Rosen says. 

He adds that there is no evidence of any eth-
nic/racial differences in therapeutic response to 
the various agents used for rosacea management, 
but more research may be needed.

“This topic remains an open question 
because rigorous head-to-head trials compar-
ing different demographic groups have not been 
done,” he says.  “Similarly, the prognosis of rosa-
cea also seems to be the same in fair-skinned 
individuals and various skin of color subgroups, 
although there is also a lack of long-term study 
data for the skin of color population.” 
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rosacea
Quick TAKES

The recommendations were developed using a 
modified Delphi approach and cover burden of disease 
and treatment goals; diagnosis, classification and 
assessment; treatment; monitoring; and ocular rosacea.

The 21-member global ROSacea Consensus panel 
developed updated recommendations for rosacea, 
diagnosis, classification and management to support and 
promote transition to a phenotype approach in rosacea.

Phenotype-based approach 
advances management
CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

I n 2017, the global ROSacea Consen-
sus (ROSCO) panel recommended tran-
sitioning from a subtype to a phenotype 
approach for rosacea diagnosis, classifica-

tion and management.1 Updated recommenda-
tions on diagnosis, classification and manage-
ment aim to promote uptake of this phenotype 
approach and account for advances in research. 
To that end, the document includes prototype 
clinical tools that should help practitioners use 
the phenotype approach.2

Richard Gallo, M.D., Ph.D., Irma Gigli Dis-
tinguished Professor and Chairman, depart-
ment of dermatology, University of California 
San Diego School of Medicine, San Diego, is one 
of seven physicians from the United States who 
served on the international panel. He was also a 
member of the National Rosacea Society Expert 
Committee that recently released an updated 
report on management options for rosacea.3     

“The two sets of guidelines closely align and 
show consensus among experts in the field," Dr. 
Gallo tells Dermatology Times. “The revised phe-
notype-based system for rosacea classification is 
an improvement that was created to better serve 
the needs of the individual rosacea patient. The 

new management guidelines acknowledge that 
rosacea frequently presents with multiple phe-
notypes. Recognizing the coexistence of several 
phenotypes enables better therapy.” 

The consensus recommendations were devel-
oped using a modified Delphi process. Recom-
mendations were accepted if at least three-fourths 
of the ROSCO panel members agreed or strongly 
agreed with the statements. The recommenda-
tions are divided into five sections and cover the 
following topics: 
	\ burden of disease and treatment goals; 
	\ diagnosis, classification and assessment; 
	\ treatment; 
	\ monitoring; and 
	\ ocular rosacea. 
The recommendations on burden of disease 

and treatment goals direct clinicians to assess 
severity and identify its burden as part of a shared 
decision-making approach to treatment selection.  

The Dermatology Life Quality Index (DLQI) 
and/or a series of alternative questions are sug-
gested to assess psychosocial and functional 
impact of rosacea as well as the severity of dis-
ease signs and symptoms. The section also high-
lights that achieving “clear” or “almost clear” 

skin should be the primary treatment objective.
As an aid to diagnosis, classification and 

assessment, the article includes tables that pro-
vide descriptions of cutaneous rosacea features 
and considerations for assessing the severity of 
minor cutaneous rosacea features. A treatment 
algorithm appears in an appendix to the paper. 

The recommendations on rosacea monitoring 
emphasize the need for ongoing follow-up because 
rosacea is a chronic disease. In addition, they iden-
tify tolerability, cost and primary efficacy as key fac-
tors to discuss during consultations to gain under-
standing of patient satisfaction with treatment. 

Treatment adherence is also addressed in the 
section on monitoring, and the recommendations 
include a list of issues to discuss with patients as a 
means to promote adherence. The topics include 
expectations on treatment duration, time to onset 
of efficacy, nonmedical interventions, need for 
maintenance therapy, chances of achieving clear 
skin and potential side effects.

In the section on ocular rosacea, the ROSCO 
panel identified underdiagnosis of the condition 
by dermatologists as a problem, and the group also 
cited optimal diagnosis of the condition, a descrip-
tion of its features, and evidence-based guidelines 
for ocular rosacea as unmet needs. Nevertheless, the 
ROSCO panel reached a consensus on descriptions 
of ocular rosacea features, which are summarized in 
a table, as well as on indications for patient referral. 
The latter features include blepharokeratoconjunc-
tivitis, sclerokeratitis, anterior uveitis and blepharo-
conjunctivitis.  Based on input from the two oph-
thalmologists on the ROSCO panel, another table 
provides considerations for assessing the severity 
of ocular rosacea features. Dermatologists can also 
refer to a set of images available in an appendix to 
the article to aid in the identification of features of 
ocular rosacea and its diagnosis. 

PROMOTING THE PHENOTYPE APPROACH
Although there is evidence that dermatologists 

PHENOTYPE CONTINUES ON PAGE 25�

CONSENSUS ON CONSIDERATIONS FOR ASSESSING SEVERITY OF MINOR FEATURES2

Features Description Assessment Considerations

Burning 
sensation of 
the skin

Uncomfortable or painful heat 
feeling, typically in the centro-

facial region

Duration, frequency, intensity, extent of areas involved, 
associations with flushing, triggers, impact on daily life

Stinging 
sensation of 
the skin

Uncomfortable or painful 
sharp, pricking sensation, 

typically in the centro-facial 
region

Duration, frequency, intensity, extent of areas involved, 
triggers, characteristic of the sensation, impact on daily life

Dry sensation 
of the skin

Rough,  tight, scaly and/ or 
itchy skin

Duration, frequency, intensity, extent of areas involved, 
itch, roughness, scale, tightness, peeling, frequency of 

moisturizing,  impact on daily life

Oedema
Localized facial swelling. Can 

be soft or firm (nonpitting) and 
may be self-limited in duration 

or persistent (n = 20/20)

Duration; frequency; degree of swelling (depth, pitting 
and distortion); extent (areas involved); daily fluctuation; 

and impact on daily life

DermatologyTimes®OCTObeR 2020
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Contact your Otezla representative or visit OtezlaPro.com for a complete list of plans
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*Basic, Standard, and Advanced Control Formularies.
 † SafeGuardRx® Program has 1 biologic step for patients on certain Otezla® (apremilast) indications.
DMARD, disease-modifying antirheumatic drug.

GETTING OTEZLA
GETS EVEN EASIER

8 out of 10 commercially insured lives in the US have
preferred access with no biologic step required for Otezla1

Otezla is listed as preferred, with
no biologic step requirement, on:
Aetna Prescription Drug Benefit

Cigna Prescription Drug List

CVS Caremark Formularies*

Express Scripts National Preferred Formulary†

OptumRx

Prime Therapeutics

UnitedHealthcare

Indicates no DMARD or biologic step-edit required

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

Otezla is indicated for the treatment of adult patients with active psoriatic arthritis.

IMPORTANT SAFETY INFORMATION
Contraindications

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

Please see additional Important Safety Information and Brief Summary of Full Prescribing
Information on the following pages.
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STYLE clinical trial2,3

STYLE primary endpoint: proportion of patients achieving an ScPGA response at week 162,3*

Adverse reactions2,3
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For adult patients with moderate to severe plaque psoriasis

OTEZLA SIGNIFICANTLY IMPROVES SCALP RESPONSE2,3

© 2020 Amgen Inc. All rights reserved.
07/20 US-OTZ-20-0901

References: 1. Data on fi le, Amgen Inc. 2. Otezla [package insert]. Thousand Oaks, CA: Amgen Inc. 3. Van Voorhees A, Gold LS, Lebwohl M, et al. 
Effi  cacy and safety of apremilast in patients with moderate to severe plaque psoriasis of the scalp: results of a phase 3b, multicenter,
randomized, placebo-controlled, double-blind study. J Am Acad Dermatol. 2020. doi:10.1016/j.jaad.2020.01.072.

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

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specifi c Populations

 •  Pregnancy: Otezla has not been studied in pregnant women. Advise pregnant women of the potential risk of fetal loss. Consider pregnancy 
planning and prevention for females of reproductive potential. 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 or visiting
https://mothertobaby.org/ongoing-study/otezla/

 •  Lactation: There are no data on the presence of apremilast or its metabolites in human milk, the eff ects of apremilast on the breastfed infant, or 
the eff ects of the drug on milk production. The developmental and health benefi ts of breastfeeding should be considered along with the mother’s
clinical need for Otezla and any potential adverse eff ects on the breastfed child from Otezla or from the underlying maternal condition

 •  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

BSA, body surface area; PASI, Psoriasis Area and Severity Index; ScPGA, Scalp Physician Global Assessment; sPGA, static Physician Global Assessment; SSA, scalp surface area.

IMPORTANT SAFETY INFORMATION (cont’d)
Warnings and Precautions

• Diarrhea, Nausea, and Vomiting: Cases of severe diarrhea, nausea, and vomiting have been reported with the use of Otezla. Most events occurred within 
the fi rst few weeks of treatment. In some cases patients were hospitalized. Patients 65 years of age or older and patients taking medications that
can lead to volume depletion or hypotension may be at a higher risk of complications from severe diarrhea, nausea, or vomiting. Monitor patients who 
are more susceptible to complications of diarrhea or vomiting; advise patients to contact their healthcare provider. Consider Otezla dose reduction or 
suspension if patients develop severe diarrhea, nausea, or vomiting

• Depression: Treatment with Otezla is associated with an increase in depression. During clinical trials 1.3% (12/920) of patients reported depression, 
compared to 0.4% (2/506) on placebo. Suicidal behavior was observed in 0.1% (1/1308) of patients on Otezla, compared to 0.2% (1/506) on placebo. 
Carefully weigh the risks and benefi ts of treatment with Otezla 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. Monitor body weight regularly; evaluate unexplained or clinically signifi cant 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 effi  cacy may occur. Concomitant use of Otezla with CYP450 enzyme inducers (e.g., 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)

Study design: Phase 3 multicenter, randomized, double-blind, placebo-controlled study of 303 patients with moderate to severe plaque 
psoriasis of the scalp. Patients were randomized 2:1 to Otezla® (apremilast) 30 mg twice daily (n=201) or placebo (n=102) for the placebo-
controlled phase through week 16, then continued or switched to Otezla for the open-label extension phase through week 32. Treatment 
groups were stratifi ed by baseline ScPGA score (3 [moderate] or 4 [severe]).
Selected inclusion criteria: Patients had moderate to severe plaque psoriasis of the scalp (ScPGA ≥3, SSA ≥20%), inadequate response 
or intolerance to ≥1 topical therapy for plaque psoriasis of the scalp, and moderate to severe plaque psoriasis (BSA involvement of ≥10%, 
sPGA ≥3, PASI score ≥12).

*Data includes information derived from Symphony Health Solutions. The unprojected claims dataset covers 60%-70% of all commercially insured claims, Medicare, Medicaid, and cash 
prescriptions. Patients are classifi ed as New to Brand (NTB) if over the last 12-month period the patient had not been on their current “brand.” NTB includes patients who have had no prior 
treatment history as well as patients who switched to a brand for the fi rst time from a diff erent prior therapy [April 2014 through April 2020].1

THE ONLY ORAL THERAPY
WITH DATA IN THE LABEL
FOR SCALP PSORIASIS2

Otezla Clinical Data for
Adults with Moderate to
Severe Scalp Psoriasis 2,3

#1
PRESCRIBED

For patients
starting plaque

psoriasis or
psoriatic arthritis

treatment*

A FIRST STEP TO SYSTEMIC THERAPY FOR 
MODERATE TO SEVERE SCALP PSORIASIS1,2

OTEZLA IS A NON-BIOLOGIC THERAPY WITH 
ORAL DOSING, A PROVEN EFFICACY AND 
SAFETY PROFILE, AND NO LABEL-REQUIRED 
LAB MONITORING2

43.3%
with Otezla®

(apremilast) 30 mg
BID (n=201)

vs
(P<0.0001)

as likely to achieve
scalp improvement
at week 16
vs placebo in the STYLE study

Otezla patients

3x

• The most common adverse reactions (≥5%) from weeks 0 to 16 included diarrhea, nausea, headache, and vomiting

• The proportion of patients who discontinued treatment because of any adverse reaction was 6% for patients who received
Otezla 30 mg twice daily and 3% for patients who received placebo

• Gastrointestinal adverse reactions that led to discontinuation of treatment were diarrhea (3% vs 0%), nausea (1.5% vs 1%),
and vomiting (1.5% vs 0%) in the Otezla group, compared to placebo

13.7%
with placebo (n=102)

 *ScPGA response was defi ned as the proportion of patients achieving an ScPGA score of 0 (clear) or 1 (almost clear) with at least a 2-point reduction from baseline.

†Actual clinical trial patient from STYLE.1 Individual results may vary.

Week 16
ScPGA: 0†

3-point improvement in ScPGA score

Baseline

Results seen in an Otezla patient (scalp response)

Visit OtezlaPro.com for additional information
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IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specifi c Populations

 •  Pregnancy: Otezla has not been studied in pregnant women. Advise pregnant women of the potential risk of fetal loss. Consider pregnancy 
planning and prevention for females of reproductive potential. 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 or visiting
https://mothertobaby.org/ongoing-study/otezla/

 •  Lactation: There are no data on the presence of apremilast or its metabolites in human milk, the eff ects of apremilast on the breastfed infant, or 
the eff ects of the drug on milk production. The developmental and health benefi ts of breastfeeding should be considered along with the mother’s
clinical need for Otezla and any potential adverse eff ects on the breastfed child from Otezla or from the underlying maternal condition

 •  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

BSA, body surface area; PASI, Psoriasis Area and Severity Index; ScPGA, Scalp Physician Global Assessment; sPGA, static Physician Global Assessment; SSA, scalp surface area.

IMPORTANT SAFETY INFORMATION (cont’d)
Warnings and Precautions

• Diarrhea, Nausea, and Vomiting: Cases of severe diarrhea, nausea, and vomiting have been reported with the use of Otezla. Most events occurred within 
the fi rst few weeks of treatment. In some cases patients were hospitalized. Patients 65 years of age or older and patients taking medications that
can lead to volume depletion or hypotension may be at a higher risk of complications from severe diarrhea, nausea, or vomiting. Monitor patients who 
are more susceptible to complications of diarrhea or vomiting; advise patients to contact their healthcare provider. Consider Otezla dose reduction or 
suspension if patients develop severe diarrhea, nausea, or vomiting

• Depression: Treatment with Otezla is associated with an increase in depression. During clinical trials 1.3% (12/920) of patients reported depression, 
compared to 0.4% (2/506) on placebo. Suicidal behavior was observed in 0.1% (1/1308) of patients on Otezla, compared to 0.2% (1/506) on placebo. 
Carefully weigh the risks and benefi ts of treatment with Otezla 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. Monitor body weight regularly; evaluate unexplained or clinically signifi cant 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 effi  cacy may occur. Concomitant use of Otezla with CYP450 enzyme inducers (e.g., 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)

Study design: Phase 3 multicenter, randomized, double-blind, placebo-controlled study of 303 patients with moderate to severe plaque 
psoriasis of the scalp. Patients were randomized 2:1 to Otezla® (apremilast) 30 mg twice daily (n=201) or placebo (n=102) for the placebo-
controlled phase through week 16, then continued or switched to Otezla for the open-label extension phase through week 32. Treatment 
groups were stratifi ed by baseline ScPGA score (3 [moderate] or 4 [severe]).
Selected inclusion criteria: Patients had moderate to severe plaque psoriasis of the scalp (ScPGA ≥3, SSA ≥20%), inadequate response 
or intolerance to ≥1 topical therapy for plaque psoriasis of the scalp, and moderate to severe plaque psoriasis (BSA involvement of ≥10%, 
sPGA ≥3, PASI score ≥12).

*Data includes information derived from Symphony Health Solutions. The unprojected claims dataset covers 60%-70% of all commercially insured claims, Medicare, Medicaid, and cash 
prescriptions. Patients are classifi ed as New to Brand (NTB) if over the last 12-month period the patient had not been on their current “brand.” NTB includes patients who have had no prior 
treatment history as well as patients who switched to a brand for the fi rst time from a diff erent prior therapy [April 2014 through April 2020].1
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• The most common adverse reactions (≥5%) from weeks 0 to 16 included diarrhea, nausea, headache, and vomiting

• The proportion of patients who discontinued treatment because of any adverse reaction was 6% for patients who received
Otezla 30 mg twice daily and 3% for patients who received placebo
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Brief Summary of Prescribing Information  
OTEZLA® (apremilast) tablets, for oral use 
PLEASE SEE PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION 
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 
Diarrhea, Nausea, and Vomiting 
There have been postmarketing reports of severe diarrhea, nausea, and vomiting associated with the 
use of OTEZLA. Most events occurred within the first few weeks of treatment. In some cases patients 
were hospitalized. Patients 65 years of age or older and patients taking medications that can lead to 
volume depletion or hypotension may be at a higher risk of complications from severe diarrhea, 
nausea, or vomiting. Monitor patients who are more susceptible to complications of diarrhea or vomiting. 
Patients who reduced dosage or discontinued OTEZLA generally improved quickly. Consider OTEZLA dose 
reduction or suspension if patients develop severe diarrhea, nausea, or vomiting.  
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. 
Psoriatic arthritis: During the 0 to 16 week placebo-controlled period of the 3 controlled clinical trials, 
1.0% (10/998) of subjects treated with OTEZLA reported depression or depressed mood compared to 
0.8% (4/495) treated with placebo. During the clinical trials, 0.3% (4/1441) of subjects treated with 
OTEZLA discontinued treatment due to depression or depressed mood compared with none in placebo 
treated subjects (0/495). Depression was reported as serious in 0.2% (3/1441) of subjects exposed to 
OTEZLA, compared to none in placebo-treated subjects (0/495). Instances of suicidal ideation and 
behavior have been observed in 0.2% (3/1441) of subjects while receiving OTEZLA, compared to none in 
placebo treated subjects (0/495). In the clinical trials, 2 subjects who received placebo committed suicide 
compared to none in OTEZLA-treated subjects. 
Psoriasis: During the 0 to 16 week placebo-controlled period of the 3 controlled clinical trials, 1.3% 
(12/920) of subjects treated with OTEZLA reported depression compared to 0.4% (2/506) treated with 
placebo. During the clinical trials, 0.1% (1/1308) of subjects treated with OTEZLA discontinued treatment due to 
depression compared with none in placebo-treated subjects (0/506). Depression was reported as serious 
in 0.1% (1/1308) of subjects exposed to OTEZLA, compared to none in placebo-treated subjects (0/506). 
Instances of suicidal behavior have been observed in 0.1% (1/1308) of subjects while receiving OTEZLA, 
compared to 0.2% (1/506) in placebo-treated subjects. In the clinical trials, one subject treated with 
OTEZLA attempted suicide while one who received placebo committed suicide.  
Weight Decrease 
During the controlled period of the studies in psoriatic arthritis (PsA), weight decrease between 5%-10% of body 
weight was reported in 10% (49/497) of subjects treated with OTEZLA 30 mg twice daily compared to 
3.3% (16/495) treated with placebo. 
During the controlled period of the trials in psoriasis, weight decrease between 5%-10% of body weight 
occurred in 12% (96/784) of subjects treated with OTEZLA compared to 5% (19/382) treated with 
placebo. Weight decrease of ≥10% of body weight occurred in 2% (16/784) of subjects treated with 
OTEZLA 30 mg twice daily compared to 1% (3/382) subjects 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 [see Adverse Reactions (6.1)]. 
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 
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 clinical practice. 
Psoriatic Arthritis Clinical Trials: OTEZLA was evaluated in 3 multicenter, randomized, double-blind, 
placebo-controlled trials [Studies PsA-1, PsA-2, and PsA-3] of similar design in adult patients with active 
psoriatic arthritis [see Clinical Studies (14.1)]. Across the 3 studies, there were 1493 patients randomized 
equally to placebo, OTEZLA 20 mg twice daily or OTEZLA 30 mg twice daily. Titration was used over the 
first 5 days [see Dosage and Administration (2.1)]. Placebo patients whose tender and swollen joint 
counts had not improved by at least 20% were re-randomized 1:1 in a blinded fashion to either OTEZLA 
20 mg twice daily or 30 mg twice daily at week 16 while OTEZLA patients remained on their initial 
treatment. Patients ranged in age from 18 to 83 years, with an overall median age of 51 years. 
The majority of the most common adverse reactions presented below occurred within the first 2 weeks  
of treatment and tended to resolve over time with continued dosing. Diarrhea, headache, and nausea 
were the most commonly reported adverse reactions. The most common adverse reactions leading to 
discontinuation for patients taking OTEZLA were nausea (1.8%), diarrhea (1.8%), and headache (1.2%). 
The proportion of patients with psoriatic arthritis who discontinued treatment due to any adverse reaction was 
4.6% for patients taking OTEZLA 30 mg twice daily and 1.2% for placebo-treated patients. 
Adverse Reactions Reported in ≥2% of Patients on OTEZLA 30 mg Twice Daily and ≥1% Than 
That Observed in Patients on Placebo on Day 1-5 (Placebo %, OTEZLA %): Diarrheaa (1.2%, 9.3%), 
Nauseaa (1.4%, 7.4%), Headachea (1.8%, 4.8%), Upper respiratory tract infectionb (0.6%, 0.6%), 
Vomitinga (0.4%, 0.8%), Nasopharyngitisb (0.2%, 0.2%), Abdominal pain upperb (0.0%, 0.6%). 
Adverse Reactions Reported in ≥2% of Patients on OTEZLA 30 mg Twice Daily and ≥1% Than That 
Observed in Patients on Placebo on Day 6-112 (Week 16) (Placebo %, OTEZLA %): Diarrheaa (1.6%, 
7.7%), Nauseaa (3.1%, 8.9%), Headachea (2.2%, 5.9%), Upper respiratory tract infectionb (1.8%, 
3.9%), Vomitinga (0.4%, 3.2%), Nasopharyngitisb (1.6%, 2.6%), Abdominal pain upperb (0.2%, 2.0%). 
a Of the reported gastrointestinal adverse reactions, 1 subject experienced a serious adverse reaction of 
nausea and vomiting in OTEZLA 30 mg twice daily; 1 subject treated with OTEZLA 20 mg twice daily 
experienced a serious adverse reaction of diarrhea; 1 patient treated with OTEZLA 30 mg twice daily 
experienced a serious adverse reaction of headache. 
b Of the reported adverse drug reactions none were serious. 
 
 

Other adverse reactions reported in patients on OTEZLA in clinical studies including extension studies:  
Immune system disorders: Hypersensitivity, Investigations: Weight decrease, Gastrointestinal 
Disorders: Frequent bowel movement, gastroesophageal reflux disease, dyspepsia, Metabolism and 
Nutrition Disorders: Decreased appetite*, Nervous System Disorders: Migraine, Respiratory, 
Thoracic, and Mediastinal Disorders: Cough, Skin and Subcutaneous Tissue Disorders: Rash 
*1 patient treated with OTEZLA 30 mg twice daily experienced a serious adverse reaction.  
Psoriasis Clinical Trials 
The safety of OTEZLA was assessed in 1426 subjects in 3 randomized, double-blind, placebo- 
controlled trials in adult subjects with moderate to severe plaque psoriasis who were candidates for 
phototherapy or systemic therapy. Subjects were randomized to receive OTEZLA 30 mg twice daily or 
placebo twice daily. Titration was used over the first 5 days [see Dosage and Administration (2.1)]. 
Subjects ranged in age from 18 to 83 years, with an overall median age of 46 years.  
Diarrhea, nausea, and upper respiratory tract infection were the most commonly reported adverse 
reactions. The most common adverse reactions leading to discontinuation for subjects taking OTEZLA were 
nausea (1.6%), diarrhea (1.0%), and headache (0.8%). The proportion of subjects with psoriasis who 
discontinued treatment due to any adverse reaction was 6.1% for subjects treated with OTEZLA 30 mg 
twice daily and 4.1% for placebo-treated subjects. 
Adverse Reactions Reported in ≥1% of Subjects on OTEZLA and With Greater Frequency Than 
in Subjects on Placebo; up to Day 112 (Week 16) (Placebo %, OTEZLA %): 
Diarrhea (6%, 17%), Nausea (7%, 17%), Upper respiratory tract infection (6%, 9%), Tension headache 
(4%, 8%), Headache (4%, 6%), Abdominal pain* (2%, 4%), Vomiting (2%, 4%), Fatigue (2%, 3%), 
Dyspepsia (1%, 3%), Decreased appetite (1%, 3%), Insomnia (1%, 2%), Back pain (1%, 2%), Migraine  
(1%, 2%), Frequent bowel movements (0%, 2%), Depression (0%, 1%), Bronchitis (0%, 1%), Tooth  
abscess (0%, 1%), Folliculitis (0%, 1%), Sinus headache (0%, 1%). 
*Two subjects treated with OTEZLA experienced serious adverse reaction of abdominal pain.  
Severe worsening of psoriasis (rebound) occurred in 0.3% (4/1184) subjects following discontinuation of 
treatment with OTEZLA. 
OTEZLA was evaluated in a Phase 3, multicenter, randomized, placebo-controlled study (PSOR-3) in 
adults with moderate to severe psoriasis of the scalp [see Clinical Studies (14.2)]. A total of 302 subjects 
were randomized to receive OTEZLA 30 mg twice daily or placebo twice daily. The most commonly 
reported adverse reactions that occurred at a higher rate in the OTEZLA group than in the placebo 
group were: diarrhea (31% vs. 11%), nausea (22% vs. 6%), headache (12% vs. 5%), and vomiting 
(6% vs. 2%). The proportion of subjects who discontinued treatment because of any adverse reaction 
during the 16 -week placebo-controlled period of the study was 6% for subjects who received OTEZLA  
30 mg twice daily and 3% for subjects who received placebo. Gastrointestinal adverse reactions that led 
to discontinuation of treatment were diarrhea (3% vs 0%), nausea (1.5% vs 1%), and vomiting (1.5% vs 
0 %) in the OTEZLA group compared to placebo. 
DRUG INTERACTIONS 
Strong CYP450 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 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 or visiting https://mothertobaby.org/ongoing-study/otezla/. 
Risk Summary 
Available pharmacovigilance data with OTEZLA use in pregnant women have not established a drug- 
associated risk of major birth defects, miscarriage or adverse maternal or fetal outcomes, but these 
data are extremely limited. Advise pregnant women of the potential risk of fetal loss. Consider 
pregnancy planning and prevention for females of reproductive potential.  
Lactation 
Risk Summary 
There are no data on the presence of apremilast or its metabolites in human milk, the effects of 
apremilast on the breastfed infant, or the effects of the drug on milk production. The developmental and 
health benefits of breastfeeding should be considered along with the mother’s clinical need for OTEZLA 
and any potential adverse effects on the breastfed child from OTEZLA or from the underlying maternal 
condition. 
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 1493 patients who enrolled in Studies PsA-1, PsA-2, and PsA-3 a total of 146 psoriatic arthritis 
patients were 65 years of age and older, including 19 patients 75 years and older. No overall differences 
were observed in the safety profile of elderly patients ≥ 65 years of age and younger adult patients  
< 65 years of age in the clinical studies. 
Of the 1257 subjects who enrolled in two placebo-controlled psoriasis trials (PSOR 1 and PSOR 2), a total of 
108 psoriasis subjects were 65 years of age and older, including 9 subjects who were 75 years of age 
and older. No overall differences were observed in the efficacy and safety in elderly subjects 
≥65 years of age and younger adult subjects <65 years of age in the clinical trials.  
Renal Impairment 
Apremilast pharmacokinetics were characterized in subjects with mild, moderate, and severe renal 
impairment as defined by a creatinine clearance of 60-89, 30-59, and less than 30 mL per minute, 
respectively, by the Cockcroft–Gault equation. While no dose adjustment is needed in patients with mild or 
moderate renal impairment, the dose of OTEZLA should be reduced to 30 mg once daily in patients with 
severe renal impairment [see Dosage and Administration (2.2) and Clinical Pharmacology (12.3)]. 
Hepatic Impairment 
Apremilast pharmacokinetics were characterized in subjects 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. 
The risk information provided here is not comprehensive. The FDA-approved product labeling can be 
found at www.OTEZLA.com or contact Amgen Medical Information at 1-800-772-6436. 
Manufactured for: 
Amgen Inc. https://pat.amgen.com/otezla 
Thousand Oaks, CA 91320-1799 U.S.A © 2014-2020 Amgen Inc. All Rights Reserved.  
OTEZLA® is a registered trademark of Amgen Inc. US-OTZ-20-0528 
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rosacea
Quick TAKES

Patients were treated at three 
different centers during an 
18-month period and seen for follow-
up after three and nine months.

Patients received 
a series of three 
treatments performed 
every four to six weeks.

Treatment with a pulsed dye laser followed 
immediately by intradermal botulinumtoxinA 
injections appears safe and improved 
erythema, flushing, burning and pruritus.

CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

PDL + toxin improves symptoms

A combination approach using a pulsed 
dye laser (PDL) and intradermal 
injection of botulinum toxin-type 
A (BoNTA) is safe and effectively 

improves erythema and disease-related symptoms, 
says Firas Al-Niaimi, M.D., who, with colleagues, 
summarized experience using this approach in a 
series of 20 patients with moderate-to-severe ery-
thema and flushing.1

“As with any treatment, there was variability 
in the magnitude of response. Overall, however, 
all patients benefited, and the patient satisfaction 
rate was high,” he tells Dermatology Times. Dr. 
Al-Niaimi is a senior consultant dermatologist in 
London, UK. 

Discussing the basis for combining PDL and 
intradermal BoNTA, he notes the limitations of 
PDL, which is a standard treatment for erythema 
and telangiectasia, and the potential for syner-
gism with BoNTA. 

“PDL can improve erythema by addressing 
the vascular component of inflammation, and by 
reducing Demodex density, it can modulate the 
innate immune system to reduce burning and 
pruritus. However, PDL treatment has a some-
what limited effect on flushing,” Dr. Al-Niaimi 
explains. “By targeting neurogenic inflammation, 
BoNTA is particularly good for relieving bother-
some flushing as well as pain and burning.” 

The patients were treated at three differ-
ent centers with the same protocol over an 
18-month period and seen for follow-up after 
three and nine months. Other than appropriate 

skincare products, they did not using any topi-
cal or systemic therapies for rosacea management.  
Patients received a series of three treatments per-
formed every four to six weeks. The same PDL 
was used at all centers (VBeam, Candela). A sin-
gle pass at sub-purpuric settings was performed, 
but the specific laser parameters were adjusted 
based on each patient’s skin type, amount of 
chromophore, skin response and anatomic area. 
Spot size ranged from 7 to 10 mm, pulse duration 
was set at three, six, or 10 ms, and fluence ranged 
from 7 to 10 J/cm2. The intradermal BoNTA 
injections were administered immediately after 
the PDL treatment. Ten patients were treated 
with abobotulinumtoxinA (Dysport, Ipsen) and 
the others received onabotulinumtoxinA (Botox, 
Allergan). AbobotulinumtoxinA was reconsti-
tuted to achieve a final concentration of 100 units/
mL and onabotulinumtoxinA was reconstituted 
to achieve a final concentration of 40 units/mL. 
Injections were delivered only in the area of the 
cheeks affected by flushing and were performed 
using a 30-gauge needle with spacing at 1-cm 
intervals. The total dose was individualized tak-
ing into account flushing severity and area.

The efficacy of the treatment for improving 
erythema was objectively quantified through anal-
ysis of spectral uptake on digital images acquired 
using a 3D camera system (Antera 3D camera, 
Miravex Limited) and graded subjectively by the 
treating dermatologists using the six-point Clini-
cian’s Erythema Assessment Grading Scale.

Patients benefited with a discernable reduc-

tion in erythema and episodes and severity of 
flushing lasting several months. Improvements 
in burning and pruritus were maintained at the 
nine-month follow-up visit. The reduction in 
flushing was relatively durable, and although it 
began to wane as the effect of the BoNTA dis-
sipated, patients maintained improvement com-
pared with baseline. The investigators suggested 
the benefit may be attributed to laser-induced 
eradication of vessels involved in flushing.  

“Although it has been suggested that abob-
otulinumtoxinA has a longer duration of action 
than onaBoNTA, we did not observe any differ-
ence between the two products with respect to 
peak benefit or longevity in our small series of 
patients,” Dr. Al-Niaimi says.

Side effects were generally limited to expected 
sequelae of the PDL treatment. A single patient 
developed mild purpura that resolved after 10 days. 

The article presents the outcomes achieved 
in a small cohort of patients who were selected 
because they were treated with a standardized 
protocol and followed prospectively. However, 
Dr. Al-Niaimi says they have used the combi-
nation in a much larger number of patients with 
equally good results, and consider it a valuable 
treatment option for patients with concomitant 
flushing and fluctuating erythema. 
Disclosure:
Dr. Al-Niaimi has no relevant financial interests to disclose.

Reference:
1  Al-Niaimi F, Glagoleva E, Araviiskaia E. Dermatol Ther. 2020. Published online 

ahead of print, July 7, 2020. doi: 10.1111/dth.13976.

are implementing the phenotype approach 
in rosacea in practice, some members of the 
ROSCO panel identified certain obstacles.

“Our next challenges are to work out how to 
best apply the phenotype approach and make it 
user friendly,” Dr. Gallo says.

To facilitate uptake, the group developed a 
clinical checklist and incorporated it into a proto-
type of its Rosacea Tracker tool. Refinement and 
validation of the instrument are future targets.  

BROADER IMPLICATIONS
Dr. Gallo suggests that the recognition that 
rosacea patients may present with more than 
one phenotype is not just an advance for opti-
mizing patient care at present, but it is also a 
step forward for designing research studies that 
may lead to more effective therapy. 

“I expect the improvements in the classi-
fication system will accelerate development of 
improved therapeutic approaches for rosacea. In 

particular, we hope to better treat the phenotype 
of redness since this has been most resistant to 
current therapy,” he says. 
Disclosure:
Dr. Gallo has no relevant conflicts of interest to disclose relevant to this article.

References:
1  Tan J, Almeida LMC, Bewley A et al. Br J Dermatol. 2017; 176:431–438.

2 Schaller M, et al. Br J Dermatol. 2020;182(5):1269-1276.

3  Thiboutot D, et al. J Am Acad Dermatol. 2020;82(6):1501-1510.
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The microbiome connection 
to faster skin healing, 
less infl ammation

One need to look no further than the gut to understand 
how the microbiome plays a role in skin repair. 
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“The gut epithelium renews itself at a much higher rate than 
that of the cutaneous epithelium,” according to Ted Lain, 
M.D., M.B.A., dermatologist and chief medical o�  cer at 
Sanova Dermatology, with practices throughout Texas and 
Louisiana. “Researchers hypothesized that the much higher 

microbial load and diversity of the gut microbiome plays a role.”
There’s a high concentration of fl agellin in the gut microbiome, Dr. Lain 

said. 
This hypothesis has led to discovery of the importance of pattern 

recognition receptors (PRRs) and pathogen-associated molecular 
patterns (PAMPs) in skin healing. Keratinocytes continuously sample the 
microbiome colonizing the skin surface through a family of PRRs, including 
toll-like receptor 5. PRRs recognize PAMPs, initiating an innate immune 
response when activated. 

In essence, fl agellin, a PAMP, activates toll-like receptor 5, which, in 

turn, activates growth factor expression. The growth factors multiply on 
epithelial stem cells, stimulating their regenerative capacity and starting 
the epithelial renewal process.

BALANCE IS KEY
The microbiome relies on the balance of many di� erent microbes 
and much of the commensal bacteria covering the skin are benefi cial, 
according to Dr. Lain. 

“Their health-promoting properties include inhibiting pathogenic bacteria, 
limiting skin infl ammation, and enhancing innate immunity,” he said. 

Dysbiosis occurs when there’s a preponderance of pathogenic bacteria, 
such as S. Aureus, leading to increased infl ammation, altered pH and an 
immune response that tilts toward Th2-related cytokines, such as IL-4 
and 13.    

The percent of red, irritated 
skin that was restored by day 
12 following the application of 
Cicalfate+ Restorative Protective 
Cream. This was 190% higher 
than the control group.

8585%%
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It is imperative that dermatologists consider the dysbiotic 
state of many of our most common diseases that we treat … 
and include repairing the microbiome in the treatment plan.”
Ted Lain, M.D., M.B.A., Dermatologist and Chief Medical Officer, Sanova Dermatology

It is imperative that dermatologists consider the dysbiotic 
state of many of our most common diseases that we treat … 
and include repairing the microbiome in the treatment plan.”

Dermatologist and Chief Medical Officer, Sanova Dermatology

“It is imperative that dermatologists consider the dysbiotic 
state of many of our most common diseases that we treat, 
such as acne, rosacea, psoriasis and atopic dermatitis, and 
include repairing the microbiome in the treatment plan,” Dr. 
Lain said.  

THE ROLE OF -BIOTICS IN 
MICROBIOME REPAIR
Patients can get prebiotics, compounds that nourish a 
healthy microbiome, from food sources containing the 
healthy bacteria. 

“Probiotics are microbes intended to replace the healthy 
bacteria, and post biotics are bacterial by-products and 
remnants,” Dr. Lain said. “While much work has been done 
to identify useful bacteria as probiotics, individual and 
anatomic location variability of the microbiome precludes 
widely-adopted and helpful probiotic use.”

Enter the post biotic, fl agellin. It can play an integral role 
in skin restoration by acting as a PAMP, thereby activating 
PRRs, such as toll-receptor 5. The resulting activation 
of the innate immune response, including an increase in 
antimicrobial peptide production, supports a healthy skin 
environment amenable to keratinocyte production and 
migration, according to Dr. Lain.   

Early in-vitro studies on toll-like receptor 5 have shown 
promising results, showing 2.5-times faster keratinocyte 
migration, according to Dr. Lain. 

An over-the-counter topical cosmetic that has a high 
concentration of fl agellin and includes the novel postbiotic 
called C+ Restore, has demonstrated biologic activity 
resulting in toll-like receptor 5 activation, Dr. Lain said. 

“Postbiotic ingredients such as C+ Restore are the 
next generation of molecules that will play a big role 
in skin restoration,” he said. “Eau Thermale Avène’s 
Cicalfate+ Restorative Protective Cream is pioneering 
the new approach to skin repair in various conditions 
including post-procedure, general dermatoses and 
irritated skin, with proven e�  cacy, tolerance and faster 
time to skin restoration.”

In an in vitro study on complex red, irritated skin, 
Cicalfate+ Cream was shown to restore damaged skin from 
complex wounds. By day six, red, irritated skin was 40% 

restored after the application of Cicalfate+ Cream, which 
was 4-fold faster than the control group. By day 12, the 
red, irritated skin was 85% healed after the application 
of Cicalfate+ Cream — 190% higher than the control, 
according to Dr. Lain. 

“Not only was recovery quicker with Cicalfate+ Cream, 
but the percent of closure was far greater than the 
control,” he said. 

An in vivo study of 253 subjects found Cicalfate+ 
Cream soothes skin after several types of skin 
issues and procedures commonly performed in 
a physician’s o�  ce, including diaper rash and 
dermatitis, as well as superfi cial peels with 
mandelic acid, KTP laser treatment and other 
indications. 

In a study looking at skin restoration using 
Cicalfate+ Cream, physicians evaluating subjects’ 
skin reported restoration e�  cacy after two days of 
Cicalfate+ Cream application was e� ective or highly 
e� ective in 73% subjects. By day 22, it was 92%.

And in a study of 20 subjects receiving Er:YAG 
laser treatment, Cicalfate+ Cream applied over 21 
days started immediately after ablation restored 
skin in an average 12.65 days compared to the 
16.50 days in the control group. 

PUTTING KNOWLEDGE TO 
DERMATOLOGY PRACTICE
As knowledge about the interplay among the 
microbiome, keratinocytes and the innate 
immune system develops, it’s becoming 
increasingly clear that supporting a healthy 
microbiome should be at the forefront of patient 
care, according to Dr. Lain.  

“By including microbiome-friendly products and 
practices into our patients’ skincare regimens, 
whether their skin is compromised by disease or 
otherwise healthy, physicians are incorporating the 
latest science to ensure and support skin health,” 
Dr. Lain said. 

Disclosure: This article is a sponsored partnership with Dr. Ted Lain 
and Pierre Fabre.
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atopic dermatitis
Quick TAKES

Dupilumab, which inhibits type 2 
inflammatory cytokines interleukin 
(IL)-4 and IL-13, has no known 
organ toxicity or drug interactions.

While cyclosporine 
is effective, it has an 
unfavorable long-term 
safety profile.

The chronic, relapsing course of 
AD requires long-term treatment 
to maintain remission and 
prevent relapses.

Dupilumab outlasts 
cyclosporine, data show
JOHN JESITUS | Staff Correspondent

A dults with atopic dermatitis (AD) 
stay on dupilumab (Dupixent, 
Sanofi and Regeneron) significantly 
longer than on cyclosporine, accord-

ing to a recent study. Key reasons for discontin-
uation differed sharply between the two drugs, 
study authors add.

The chronic, relapsing course of AD requires 
long-term treatment to maintain remission and 
prevent relapses, and 10% to 13% of patients 
require systemic treatment, says senior author 
Giampiero Girolomoni, M.D. He is professor 
and chairman of dermatology at the University 
of Verona, Italy. The study appeared online July 
7 in Dermatologic Therapy.

“Cyclosporine is effective in the short term,” 
says Dr. Girolomoni, “but it is not suitable for long-
term treatment due to the unfavorable safety pro-
file, which includes impairment of renal function.”

Conversely, dupilumab, which inhibits type 
2 inf lammatory cytokines interleukin (IL)-4 
and IL-13, has no known organ toxicity or drug 
interactions. Compared with traditional sys-
temic drugs, study authors add, dupilumab is not 
overly immunosuppressive and does not increase 
risk of viral infections. 

To compare these drugs in clinical practice, 
investigators reviewed charts of 251 consecutive 
patients with AD treated with either dupilumab 
(149) or cyclosporine (102) at the University Hos-
pital of Verona between January 1 and April 30, 
2020. Patient visits occurred at baseline, after one 
month of treatment, and every four months there-
after for up to 16 months.

The overall probability of dupilumab and 

cyclosporine survival at 16 months was 82% and 
11%, respectively (P<0.001). Mean treatment dura-
tion was 8.5 months and 5.3 months, respectively.

The most common reasons for dupilumab dis-
continuation were persistent clinical remission (11 
patients/7.4%), lack of efficacy (seven patients/4.7%) 
and cutaneous side effects (four patients/2.6%). Pre-
dictors of reduced dupilumab survival included 
older age at diagnosis (45.5 years versus 19.3 years 
for those who continued therapy) and shorter AD 
duration (14 years versus 22.3 years, respectively). 

Investigators used a Cox multiple regression 
model to confirm the associations between dup-
ilumab discontinuation and both age at diagno-
sis and disease duration. 

“These findings may be partially explained by 
the pivotal role of Th2 inflammation in younger 
patients, in contrast to mixed Th2/Th17/Th22 

skewing in the elderly group,” the authors write. 
Late-onset AD and short disease duration 

could be considered predictive factors of dupi-
lumab discontinuation, they add, although these 
findings could be skewed by the study’s small 
sample size. Adult-onset AD may be different 
from early-onset AD, says Dr. Girolomoni. 

“Apart from possible differences in pathogenic 
pathways and immunologic factors,” he explains, 
“AD arising in adults or aged people is more fre-
quently transient, with a duration of months. 
Patients at later age at AD onset and shorter dis-
ease duration are more likely to discontinue dupi-
lumab because, paradoxically, of the good efficacy 
of dupilumab. They stop treatment because they 
are disease-free for long periods.”

Among patients who discontinued cyclo-
sporine, the most frequent reasons were extracu-
taneous side effects (23.5% total) including poor 
tolerability, elevated blood pressure, renal dys-
function and alterations in laboratory tests. Con-
versely, 15.6% of patients discontinued cyclo-
sporine after persistent remission, and 11.7% dis-
continued due to inefficacy.

Cyclosporine showed faster efficacy than 
dupilumab. Most patients on the former achieved 
significantly greater improvement in Eczema 
Area and Severity Index and other scores than 
did those on dupilumab in the first month of 
treatment. After four months, however, cyclo-
sporine and dupilumab showed similar efficacy, 
consistent with other studies.

Aside from its small sample size, additional 
study shortcomings include its retrospective 

DUPILUMAB CONTINUES ON PAGE 30�

“These findings may be partially 
explained by the pivotal role of 
Th2 inflammation in younger 
patients, in contrast to mixed 
Th2/Th17/Th22 skewing in the 
elderly group.”
Giampiero Girolomoni, M.D. 
University of Verona, Italy, and colleagues
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atopic dermatitis
Quick TAKES

Drug-vehicle interaction should be 
considered in therapeutic choices, 
drug design and clinical trials.

Vehicles for topical atopic dermatitis (AD) treatments 
deliver benefits that promote barrier restoration and 
enhance innate immune defenses.

Drug vehicles deliver 
added benefits
JOHN JESITUS | Staff Correspondent

A recent review concludes that rather 
than being inert drug carriers, vehi-
cles for topical atopic dermatitis 
(AD) treatments deliver benefits that 

promote barrier restoration and enhance innate 
immune defenses. As such, authors say, derma-
tologists and drug developers should consider 
drug-vehicle interaction in therapeutic choices, 
drug design and clinical trials.

“Vehicles in topical formulations play several 
important roles that are unique to dermatology,” 
says Zoe Diana Draelos, M.D., president of Der-
matology Consulting Services, PLLC. Vehicles 
must maintain drug stability, release drugs into 
the skin and allow them to penetrate in active 
form, without entering systemic circulation.

The paper, which appeared online July 16 
in the Journal of Dermatological Treatment, will 
impact clinicians, says Dr. Draelos. It will remind 
them that the vehicle is an active contributor to 
drug efficacy, and that the formulation should be 
considered as a whole when selecting the appro-
priate medication for a patient.1

In the past, she says, developers looked for 
the cheapest, simplest vehicle they could get 
approved by the FDA. 

“So, the vehicle became a nonparticipant in 
therapeutic treatment,” she explains. 

However, for example, propylene glycol helps 
maximize topical steroid efficacy. 

“The reason is because propylene glycol 
blows apart the stratum corneum,” she says. 

“That increases penetration of the drug, but pro-
pylene glycol can cause stinging, burning and 
itching, and it damages the skin barrier.” 

A more modern approach might instead use 
occlusive agents, such as petrolatum, which 
boosts penetration by hydrating the skin. Alter-
natively, various carbomers set on the skin’s sur-
face create a film that encourages drug penetra-
tion, prevents transepidermal water loss and will 
not stick to or rub off on clothing. 

“When you decrease transepidermal water 
loss,” she says, “you improve the environment 
for healing.” 

AD is characterized by a broken skin barrier 
that confers heightened sensitivity which man-
ifests as itching, stinging and burning. Accord-
ingly, says Dr. Draelos, vehicles should be 
designed to minimize barrier damage and nox-
ious stimuli while effectively delivering the drug.

In topical trials for AD, the vehicle effect can 
be particularly problematic. 

“Often the term placebo is used,” authors 
write. “However, this is incorrect and mislead-
ing given that vehicles/topical controls are often 
essentially emollients with inherent therapeutic 
effects.” 

These effects include provoking molecu-
lar-level changes that boost the skin barrier and 
immune responses.

Clinical-trial designs often allow concurrent 
use of emollients with topical medications with-
out considering the emollients’ clinical effects. 

Dr. Draelos says that this situation makes it 
impossible to determine whether concomitant 
use of emollients improves the overall therapeu-
tic effect or masks the effects of drugs delivered 
in a vehicle.

“One reason why many companies don’t 
want to make really nice therapeutic vehicles is 
because it decreases the chances of statistically 
separating the vehicle from the vehicle plus the 
active drug,” she says. 

This issue is particularly pertinent, she adds, 
in light of recent phase 3 failures in acne where 
study drugs failed to separate from vehicle effects.

Different vehicle types can further obscure 
perceived efficacy. For example, trials of tacroli-
mus and pimecrolimus appear to show a stronger 
vehicle effect for the former’s ointment base ver-
sus the cream base of the latter. The strength of 
this response appears to reduce the perceived 
efficacy of the more potent tacrolimus.

“Given the complexities of the interaction 
involved,” authors conclude, “perhaps the best 
solution is to take a holistic approach to topical 
treatment, where emollient and anti-inflamma-
tory drug combinations are codeveloped and 
tested together against the current standard of 
topical therapy in clinical practice.”

As Dr. Draelos says, “With the holistic 
approach, you design the vehicle to optimize the 
drug. So the vehicle becomes an important part 
of the formulation and how it performs.” 

nature and the fact that evaluating patients every 
four months may have missed valuable data, the 
authors note. Study strengths include use of the 
cyclosporine control group and careful adverse-
event reporting. 

“Moreover,” the authors write, “real-world 

experiences of new treatments are needed since 
in randomized controlled trials, selected patient 
populations are investigated.” 
Disclosure: 
Dr. Girolomoni has received personal fees from various drug companies includ-
ing Sanofi and Regeneron Pharmaceuticals, the makers of dupilumab.

Reference:
1  Dal Bello G, Maurelli M, Schena D, Girolomoni G, Gisondi P. Drug survival of 

dupilumab compared to cyclosporin in moderate-to-severe atopic dermatitis 
patients [Epub July 7, 2020]. Dermatol Ther. 2020;10.1111/dth.13979. 

} Dupilumab outlasts cycolsporine, study shows FROM PAGE 28
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atopic dermatitis
Quick TAKES

Across all doses, lebrikizumab 
showed significant dose-dependent 
improvement in the primary endpoint.

Patients with moderate-to-severe 
AD were randomized to placebo or 
one of three regimens. 

Lebrikizumab selectively blocks the 
IL-13 receptor α1 (IL-13Rα1) and IL-4Rα 
heterodimer signaling complex.

Lebrikizumab rapidly 
improves quality of life
JOHN JESITUS | Staff Correspondent

I n phase 2b, lebrikizumab (Eli Lilly and 
Company) achieved rapid, dose-depen-
dent improvement across a range of atopic 
dermatitis (AD) metrics. These findings 

suggest a central role for interleukin (IL)-13 in 
the pathophysiology of AD, investigators add.

Lebrikizumab is a novel high-affinity mono-
clonal antibody targeting IL-13 that selectively 
blocks the IL-13 receptor α1 (IL-13Rα1) and 
IL-4Rα heterodimer signaling complex. 

“Importantly,” says Emma Guttman-Yassky, 
M.D., Ph.D., “it leaves intact the endogenous 
IL-13 regulation through the IL-13 receptor α2.” 
She is the Clara Kest Professor and vice chair of 
dermatology at the Icahn School of Medicine at 
Mount Sinai in New York. She co-authored a 
February 26 JAMA Dermatology publication of 
phase 2b results and presented these data dur-
ing the AAD VMX Virtual Meeting Experience 
2020, June 12-14.1,2

The clinical success of dupilumab (Dupixent, 
Sanofi and Regeneron), an FDA-approved anti-
IL-4Rα monoclonal antibody for moderate-to-se-
vere AD, underscores the importance of type 2 
immune cytokine activation in AD pathophysiol-
ogy. However, dupilumab’s inhibition of down-
stream signaling of both IL-4 and IL-13 make 
it impossible to discern which cytokine plays a 
more central role. Based on lebrikizumab phase 
2b and other data, Dr. Guttman-Yassky and col-
leagues suggest that IL-13 may be the essential 
pathogenic mediator in AD, and that targeting it 
alone may achieve therapeutic responses.

Investigators randomized a total of 280 
patients with moderate-to-severe AD to placebo 
or one of three lebrikizumab regimens:
	\ 125 mg every four weeks (after a 250 mg load-
ing dose/LD);
	\ 250 mg every four weeks (500 mg LD); or
	\ 250 mg every two weeks (500 mg LD at base-
line and week two)

Across all doses, lebrikizumab showed sig-
nificant dose-dependent improvement in the pri-
mary endpoint, with mean week 16 reductions in 
Eczema Area and Severity Index (EASI) scores 
of 72.1% for the highest dose, 69.2% for the 250 
mg every four week dose, 62.3% for lebrikizumab 
125 mg every four weeks and 41.1% for placebo.

Similar to the EASI numbers, 70% of patients 
at the highest dose experienced pruritus numeric 
rating scale (NRS) score reductions of at least four 
points, versus 27.3% on placebo (P<0.001). For 
all three doses, least-squares mean pruritus NRS 
reductions from baseline ranged from 35.9% to 
60.6%. Conversely, pruritus scores in the pla-
cebo arm improved until week six, than gradu-
ally worsened until week 16 (mean increase 4.3%).

For patients on lebrikizumab, improvement 
in pruritus started early. By day two, a combined 
10.5% of patients on both 250 mg doses achieved 
at least four-point NRS reductions.  “And this 
continues until day seven, where already 30% 
of patients at the highest dose have at least four-
point improvement in pruritus NRS.”

Similarly, week 16 sleep NRS scores at the 
highest dose fell more than 60%, versus 20.2% 
for placebo. “And all the drug arms show major, 
statistically significant changes, whereas the 

change in the placebo arm is not significant at 
week 16.”

Mean Patient-Oriented Eczema Measure 
(POEM) scores ranged from a 12.4-point reduc-
tion from baseline in patients treated with the 
highest drug dose versus a 5.8-point reduction 
for patients treated with placebo.

“Even the lowest dose shows a major improve-
ment (-8.9 patients) compared to placebo,” Dr. 
Guttman-Yassky says.

Mean Dermatology Life Quality Index (DLQI) 
scores declined by approximately 8 to 10 points 
among actively treated patients, versus 5.9 points 
for placebo. Additionally, 39% of patients at the 
highest dose reported a "0" or "1" at week 16, ver-
sus 16.7% of patients treated with placebo. Patient 
global assessment scores followed a similar pattern.

Consistent with previous studies, lebriki-
zumab was well-tolerated — 2.7% of patients 
at the highest dose experienced moderate con-
junctivitis. Ongoing phase 3 studies will further 
examine this adverse effect. 

“But so far,” says Dr. Guttman-Yassky, “leb-
rikizumab has achieved a very good safety pro-
file.” Dermira expects topline phase 3 findings 
in the first half of 2021. 
Disclosures: 
Dr. Guttman has received research funds (grants paid to Mount Sinai) from Abb-
Vie, Almirall, Amgen, AnaptysBio, Asana Biosciences, Boerhinger Ingelheim, Cel-
gene, Dermavant, DS Biopharma, Eli Lilly, Glenmark, Galderma, Innovaderm, 
Janssen, Kiniksa, Kyowa Kirin, LEO Pharma, Novan, Pfizer, Ralexar, Regeneron, 
Sienna Biopharma, UCB and Union Therapeutics. She is also a consultant for Abb-
Vie, Almirall, Amgen, Asana Biosciences, AstraZeneca, Boerhinger Ingelheim, 
Cara Therapeutics, Celgene, Concert, DBV Technologies, Dermira, DS Biopharma, 
Eli Lilly, EMD Serono, Escalier Biosciences, Galderma, Glenmark, Kyowa Kirin, LEO 
Pharma, Mitsubishi Tanabe, Pfizer, RAPT Therapeutics, Regeneron, Sanofi, Sienna 
Biopharma and Union Therapeutics.

Reference:
1  Guttman-Yassky E, Blauvelt A, Eichenfield LF, et al. Efficacy and safety of leb-

rikizumab, a high-affinity interleukin 13 inhibitor, in adults with moderate to 
severe atopic dermatitis: a phase 2b randomized clinical trial. JAMA Dermatol. 
2020;156(4):411–420. 

2  Guttman-Yassky E, Blauvelt A, Eichenfield LF, et al. “Lebrikizumab, a high-affin-
ity IL-13 inhibitor, demonstrates rapid and clinically meaningful improvements in 
quality of life measures in a phase 2b trial of moderate-to-severe atopic dermati-
tis patients.” American Academy of Dermatology VMX. June 12, 2020.

“Importantly, [lebrikizumab] 
leaves intact the endogenous 
IL-13 regulation through the IL-13 
receptor α2.”
Emma Guttman-Yassky, M.D., Ph.D. 
Icahn School of Medicine at Mount Sinai, New York
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“ We as dermatologists see patients in the clinic 
that we often debate between psoriasis and atopic 
dermatitis. … Having a biomarker like this, you can 
identify the disease easily with a single tape strip.”

Emma Guttman-Yassky, M.D., Ph.D., Icahn School of Medicine, Mount Sinai, New York

get the biopsies then ask ourselves, should we put them on psoriasis medi-
cation? Should we put them on an eczema medication?” Dr. Guttman-Yas-
sky says. “Having a biomarker like this, you can identify the disease easily 
with a single tape strip.”

While the most immediate use of the tape strips will be for research pur-
poses, Dr. Guttman-Yassky says she sees the tape strips making it into the clinic. 

“I foresee that this will also help in diagnos-
tics and in appropriate treatment for either pso-
riasis or eczema, because the treatments are so 
di� erent,” she says. 

Researchers obtained 20 tape strips 
(D-Squame, CuDerm) from each subject. The 
samples included lesional and nonlesional skin 
from 20 adults with moderate-to-severe atopic 
dermatitis, 20 adults with moderate-to-se-
vere psoriasis, as well as skin from 20 healthy 
controls. 

RNA sequencing of the strips showed the 
noninvasive technology detected RNA-sequence 
pro� les in 96 of 100 samples. The tape strips 
of atopic dermatitis skin revealed 4,123 genes 
expressed that were not in normal skin. In pso-
riatic skin, 5,390 genes were expressed that 
weren’t in the controls’ skin. 

While psoriasis subjects’ skin showed 
marked differentiation between lesional and 
nonlesional tape strip samples, nonlesional 
atopic dermatitis skin was similar to samples in 
lesional areas. 

Like in biopsies, the tape strips for atopic der-
matitis and psoriasis skin showed increased lev-
els of dendritic cell and T-cell markers, including 
CD3, ITGAX/CD11c, and CD83. Tape strips 

also con� rmed characteristically strong Th2 expression in atopic dermati-
tis skin, including interleukin (IL)-13, CCL17/TARC and CCL18. Psoria-
sis featured higher levels of Th17-related (IL-17A/F and IL-36A/IL-36G), 
Th1-related (IFN-gamma and CXCL9/CXCL10), and innate immunity–
related (nitric oxide synthase 2/inducible nitric oxide synthase and IL-17C) 
expression, according to the study. 

“Many people have tried to do noninvasive techniques to sample the 
skin. But in many of these studies, the recovery of material from samples was 

small,” she says. “We have close to 100% sample recovery both for eczema 
and psoriasis and for normal skin.”

Tape stripping the skin involves applying the tape 
multiple times to the same area, which allows for 
the extraction of protein or RNA for biomark-
ers, according to Dr. Guttman-Yassky. 
The resulting skin redness goes away 
in about 30 minutes, she says. 

“My group has been involved in 
a lot of biomarker studies in both 
eczema and psoriasis. We really 
replicated what we found with 
biopsies using tape strips,” 
she says. “Eczema is a Th2 
(T-helper 2) driven disease 
and psoriasis, we know, is a 
Th17-driven disease.”

As for the finding that 
nitride oxide synthase 2 dif-
ferentiates atopic dermati-
tis from psoriasis with 100% 
accuracy, Dr. Guttman-Yassky 
says atopic dermatitis patients 
have zero nitride oxide synthase 
2, while the biomarker is very ele-
vated in psoriasis.

Mount Sinai researchers will con-
tinue to investigate use of the tape strips for 
dermatological disease sampling. Dermatolo-
gists’ clinical use of the strips might be in a year or 
longer. And chances are that dermatologists would have 
to send the samples to a lab for analyzing, at least at � rst, she says. 
Disclosures: 
Dr. Guttman-Yassky is an employee of Mount Sinai and has received research funds from AbbVie, Celgene, Eli Lilly, Janssen, 
Medimmune/AstraZeneca, Novartis, Pfi zer, Regeneron, Vitae, Glenmark, Galderma, Asana, Innovaderm, Dermira, and UCB. 
Dr. Guttman-Yassky is also a consultant for Sanofi  Aventis, Regeneron, Stiefel/GlaxoSmithKline, MedImmune, Celgene, Anacor, 
AnaptysBio, Dermira, Galderma, Glenmark, Novartis, Pfi zer, Vitae, Leo Pharma, AbbVie, Eli Lilly, Kyowa, Mitsubishi Tanabe, Asana 
Biosciences, and Promius.

Reference: 
1  He H, Bissonnette R, Wu J, et al. Tape strips detect distinct immune and barrier profi les in atopic dermatitis and psoria-

sis [published online ahead of print, 2020 Jul 9]. J Allergy Clin Immunol. 2020;S0091-6749(20)30824-1. doi:10.1016/j.
jaci.2020.05.048.

 Biomarker differentiates AD from PsO FROM PAGE 1

atopic dermatitis

Tape strips 
outperformed 
skin biopsies by 
differentiating 
eczema from 
psoriasis with 
high accuracy.

Like in biopsies, 
the tape strips for 
atopic dermatitis 
and psoriasis 
skin showed 
increased levels 
of dendritic 
cell and T-cell 
markers.

Tape stripping 
the skin involves 
applying the 
tape multiple 
times to the 
same area, 
which allows for 
the extraction of 
protein or RNA for 
biomarkers.
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psoriasis
Quick TAKES

S topping and restarting biologic treat-
ment allows most patients to regain pso-
riasis control without experiencing unex-
pected safety issues, according to a recent 

meta-analysis. Although continuous biologic ther-
apy provides optimal results, authors add, the 
study provides reassurance for patients who reject 
or cannot obtain continuous treatment.

“This article is a compilation and reminder 
of something companies have already shown us 
with their biologic drugs — that when you stop 
the drug and then restart it, you can expect most 
of the drugs to work pretty well again,” says Ste-
ven R. Feldman, M.D., Ph.D., professor of der-
matology, pathology and public health sciences at 
Wake Forest University School of Medicine. He 
was not involved with the study, which appeared 
online July 8 in the Journal of the European Acad-
emy of Dermatology & Venereology.1

Authors led by Anwar Al-Hammadi, M.D., of 
Rashid Hospital in Umm Hureir, Dubai, identified 
18 studies that reported efficacy and safety data for 
intermittent use of TNF inhibitors (adalimumab 
[Humira, Abbvie], certolizumab pegol [Cimzia, 
UCB], etanercept [Enbrel, Amgen] and infliximab 
[Remicade, Janssent CarePath]), interleukin (IL)-
12/23 inhibitors (ustekinumab [Stelara, Janssen 
CarePath]), IL-23 inhibitors (guselkumab [Trem-
fya, Janssen CarePath]) and IL-17 inhibitors (broda-
lumab [Siliq, Valeant Pharmaceuticals], ixekizumab 
[Taltz, Eli Lilly] and secukinumab [Cosentyx, 
Novartis]). Following retreatment, between 60% 
and 95% of patients reestablished disease control 
as defined by each study.

“With the potential exception of infliximab,” 
write Al-Hammadi et al., “the efficacy and safety 
data published to date demonstrate that intermit-
tent treatment, or the withdrawal and re-initia-

tion of treatment with biologic agents, is able to 
reestablish disease control in a large proportion 
of patients, without novel safety concerns.” 

Among TNF inhibitors, the proportions of 
patients who regained treatment response ranged 
from 25% who reached Psoriasis Area and Sever-
ity Index (PASI) 75 with 3 mg/kg of infliximab to 
87% who achieved PASI 75 with a 400-mg main-
tenance dose of certolizumab pegol. Infliximab 
produced more infusion reactions with treat-
ment-as-needed (11% and 9% of patients at 3 mg/
kg and 5 mg/kg, respectively) than with continu-
ous treatment (7% and 6%, respectively).

The highest response levels occurred with 
IL-17 inhibitors. In phase 3 secukinumab trials, 
94% of patients reached PASI 75 after 16 weeks 
of retreatment. Additionally, 82% of patients ran-
domized to monthly ixekizumab then re-rand-
omization to placebo regained Physician Global 
Assessment (PGA) ≤1 after six ixekizumab doses. 
Among patients retreated with brodalumab  210 
mg, 97% achieved PGA ≤1 after 12 weeks. How-
ever, the FDA-approved label for brodalumab  
includes a black-box warning regarding a poten-
tial link between the drug and suicide. 

In real-world practice, write Al-Hammadi et al., 
intermittent treatment might be more feasible than 
continuous treatment due to lower healthcare costs, 
better treatment adherence and time savings for 
patients. However, Dr. Feldman says that based on 
his experience, intermittent treatment rarely occurs.
When patients are prescribed treatment for severe 
psoriasis, the majority have such severe disease 
that they need continuous therapy, he says. Where 
the meta-analysis is useful is in situations where 
patients fail to heed doctors’ orders. 

Some patients stopped treatment when 
COVID-19 first appeared because they were 

worried that biologic treatments might put them 
at increased risk. Similarly, Dr. Feldman says, 
when biologics were new, patients commonly 
stopped therapy for fear of potentially increased 
risks of infection and cancers — risks that subse-
quent research dispelled. Back when there were 
only two or three FDA-approved biologics avail-
able, he adds, adherence was much more crucial. 

“You really didn’t want the drug to fail,” he 
says. “Now, we have a dozen biologics.”

It is unlikely, adds Dr. Feldman, that insurers 
would seek cost savings by requiring intermit-
tent biologic dosing for some patients. Instead, he 
says, biologic access barriers are falling. 

“Eli Lilly and Company created a system that 
other companies were forced to follow,” he says. 

If a dermatologist prescribes a biologic to a 
commercially insured patient whose insurance 
covers the drug but requires a high co-pay, he 
explains, the drug company covers the co-pay. 

“And if the insurer doesn’t cover the drug, the 
pharmaceutical company basically guarantees that 
patients will get the drug at low cost,” he adds. 

Outside of government insurance such as Medi-
care, which might make it difficult to get some 
patients a biologic treatment, he says that for most 
patients, biologic access has never been better. 
Reference:
1  Al-Hammadi A, Ruszczak Z, Magariños G, Chu CY, El Dershaby Y, Tarcha N. Inter-

mittent use of biologic agents for the treatment of psoriasis in adults [published 
online ahead of print July 8, 2020]. J Eur Acad Dermatol Venereol. 2020;10.1111/
jdv.16803. doi:10.1111/jdv.16803.

Disclosures: 
Dr. Feldman has received research, speaking and/or consulting support from 
a variety of companies including Galderma, GSK/Stiefel, Almirall, Alvotech, LEO 
Pharma, BMS, Boehringer Ingelheim, Mylan, Celgene, Pfizer, Ortho Dermato-
logics, AbbVie, Samsung, Janssen, Eli Lilly, Menlo, Merck, Novartis, Regeneron, 
Sanofi, Novan, Qurient, National Biological Corp., Sun Pharma and Suncare 
Research.  He also consults for other companies through Guidepoint Global, Ger-
son Lehrman Group and other consulting organizations.  He is founder and major-
ity owner of www.DrScore.com and a founder/part owner of Causa Research.

JOHN JESITUS | Staff Correspondent

Patients can regain control
Study reaffirms intermittent biologic use

Following retreatment, between 
60% and 95% of patients 
reestablished disease control as 
defined by each study.

Researchers reviewed data from 18 studies that 
reported efficacy and safety data for intermittent 
use of TNF inhibitors, interleukin (IL)-12/23 inhibitors, 
IL-23 inhibitors and IL-17 inhibitors.

A recent meta-analysis 
provides reassurance for 
patients who reject or cannot 
obtain continuous treatment.
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psoriasis
Quick TAKES

Another systematic review does not 
rule out melanoma risk associated 
with biologic use.

One study suggests it’s not necessary to 
stop biologic therapy preoperatively to 
limit postoperative infections.

Biologic management 
considerations
JOHN JESITUS | Staff Correspondent

A recent study suggests that stopping bio-
logic therapy preoperatively to limit 
postoperative infections may be unnec-
essary, while a systematic review does 

not rule out the possibility that biologic therapies 
may increase melanoma risk. Both studies, how-
ever, are hampered by a lack of quality data.

INFECTION RISK
In the first study, investigators led by Daniela 
Kroshinsky, M.D., MPH, of Massachusetts Gen-
eral Hospital and MassGeneral Hospital for Chil-
dren, analyzed records of 827 patients who were 
given adalimumab (Humira, Abbvie), inf lixi-
mab (Remicade, Janssent CarePath), etanercept 
(Enbrel, Amgen) or ustekinumab (Stelara, Jans-
sen CarePath) for any inflammatory indication. 
The study appeared online May 5 in the Journal 
of the American Academy of Dermatology.

Investigators found no changes in risk of skin 
and soft tissue infections (SSTIs) with biologic ther-
apy non-perioperatively (P=0.49) or in those who 
stopped biologic therapy preoperatively versus 
those who did not. Among 180 patients who under-
went 218 surgical procedures, 14.5% of patients 
who stopped biologics perioperatively developed 
postoperative SSTIs, versus 6.3% of patients who 
continued therapy preoperatively (P=0.08).1

However, biologic therapy with concomitant 
corticosteroids increased postoperative SSTI 
risk (60.0% versus 34.3%, P=0.029) and overall 
SSTI risk (P=0.0049). 

“Treatment with systemic corticosteroids led 
to an increased postoperative SSTI (rate) in this 
analysis, implying that corticosteroid use may be 
the significant factor in predisposing patients to 
SSTIs while on biologics, not the biologic agent 
itself,” investigators write. 

Investigators found no significant difference 
in postoperative SSTI incidence relative to when 
patients stopped biologic therapy preoperatively 
(<3 half-lives, 6.7%; 3 to 5 half-lives, 14.9%; or >5 
half-lives, 21.4%; P= 0.52). However, disease flares 

occurred in one patient, three patients and one 
patient, respectively, in the foregoing groups. As 
disease severity has been shown to be associated 
with increased infection risk in patients with rheu-
matoid arthritis (RA), investigators say, stopping 
a biologic and developing a subsequent flare may 
actually increase SSTI risk more than continuing. 

Accordingly, study authors suggest reevaluat-
ing current guidelines recommending that biologic 
agents be stopped preoperatively. It may be more 
efficacious, they say, to focus on minimizing cor-
ticosteroid use and other concomitant risk factors.

George Han, M.D., Ph.D., who was not 
involved with the study, says that due to a dearth 
of quality data, there currently are no clear guide-
lines for using biologics in the context of surger-
ies. He is system medical director and chief of 
teledermatology for Mount Sinai Health System 
and assistant professor of dermatology at the 
Icahn School of Medicine at Mount Sinai. Cur-
rent guidelines guesstimate to the best of experts’ 
abilities, Dr. Han says. 

“Not all biologics are governed by the same 
pharmacodynamic principles, so half-lives might 
not be the most relevant indicator of the func-
tional level of the drug,” he says. 

Interleukin (IL)-23 inhibitors’ half-lives are in 
the range of 20 to 25 days, he says. But if patients 
stop taking such drugs, psoriasis can take six or 
more months to return. 

“So there is some biological function that is 
going beyond the half-life,” he says. Neverthe-
less, dermatologists have not seen significantly 
elevated infection risks with IL-23 inhibitors, or 
other biologics.

Dr. Han says it’s helpful to have more litera-
ture supporting the fact that biologics exert no 
substantial impact on skin infection rates. 

With shorter-acting medications such as 
TNF inhibitors (which pose the greatest mech-
anistic concern for infection), Dr. Han adds, per-
haps it is reasonable to consider skipping a dose 
presurgically. 

“But the other medicines we have in the mar-
ket are more targeted and persist longer," he says. 
“I don’t believe it’s that reasonable to tell peo-
ple to wait a whole dose or skip many months 
of treatment before doing elective procedures.”

MELANOMA DATA
In a separate study, Esse et al. found that com-
pared to conventional systemic treatments, bio-
logic use was positively associated with mela-
noma in patients with psoriasis (hazard ratio 1.57; 
95% confidence interval 0.61-4.09), inflamma-
tory bowel disease (IBD) and rheumatoid arthri-
tis (RA). Pooled relative risk (pRR) for both IBD 
and RA was 1.20.2 However, none of these dif-
ferences were statistically significant. The study 
appeared online May 20 in JAMA Dermatology.

“There are concerns that long-term treatment 
with biologic therapies, such as those targeting 
tumor necrosis factor, could increase the long-
term risk of cancer relative to people treated with 
conventional systemic therapy due to biologics’ 
impact on the immune system,” says first author 
Shamarke Esse, MRes, a doctoral research stu-
dent in the Division of Musculoskeletal and Der-
matological Sciences, University of Manchester, 
United Kingdom.

As melanoma is an aggressive, highly immu-
nogenic skin cancer, he says, it should be of con-
cern to people treated with biologics because 
melanoma risk increases with immunosuppres-
sion. “The evidence to date, as laid out by our 
study, is limited. Therefore, it is important to 
clarify if patients with these common inflamma-
tory conditions who are increasingly prescribed 
biologic therapy are at increased risk of develop-
ing melanoma,” Mr. Esse says.

Following Meta-Analysis of Observational 
Studies in Epidemiology (MOOSE) guidelines, 
investigators searched Embase, MEDLINE and 
the Cochrane Central Register of Controlled 
Trials between January 1, 1995 and February 7, 

PREOPERATIVELY CONTINUES ON PAGE 36�
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The corresponding reSURFACE 
2 figures for tildrakizumab 100 
mg at weeks 52 and 196 were 
92% and 85.7%.

In reSURFACE 1, the proportions of patients on 
tildrakizumab 100 mg who achieved Psoriasis 
Area and Severity Index (PASI) 75 at weeks 64 
and 208 were 87% and 82%, respectively.

Phase 3 data show 
tildrakizumab’s (Ilumya, 
Sun Pharma) efficacy and 
safety last up to five years.

Data support Ilumya safety
JOHN JESITUS | Staff Correspondent

R ecent phase 3 data show tildraki-
zumab’s (Ilumya, Sun Pharma) effi-
cacy and safety last up to five years. 
Together with previously released 

data, says a study co-author, the new data pres-
ent a clear picture of what patients with psori-
asis and physicians can expect from the drug.

As a group, says Alan Mendelsohn, M.D., 
the 13 tildrakizumab abstracts presented at 
the American Academy of Dermatology VMX 
Virtual Meeting Experience 2020 ref lect the 
drug's durable effects. He is associate vice pres-
ident of dermatology medical affairs with Sun 
Pharmaceuticals.

“The large majority of patients who are get-
ting responses within four to six months are 
maintaining those responses for up to four years 
or more. They’re also maintaining a very striking 
safety profile,” Dr. Mendelsohn says. 

The reSURFACE 1 and 2 trials used a three-
stage design with rerandomization for certain 
patient groups at weeks 12 and 28 before enroll-
ing year-one responders into extension studies that 
tracked safety and efficacy through up to five years. 
In reSURFACE 1, the proportions of patients on til-
drakizumab 100 mg who achieved Psoriasis Area 
and Severity Index (PASI) 75 at weeks 64 and 208 
were 87% and 82%, respectively. The correspond-
ing reSURFACE 2 figures for tildrakizumab 100 
mg at weeks 52 and 196 were 92% and 85.7%.1,2

Dr. Mendelsohn says that the phase 3 data 

allow physicians to tell patients confidently that 
if they demonstrate a good response within four 
to six months of starting tildrakizumab, the effect 
likely will last four to five years for them; they 
need not worry about switching drugs or watch-
ing for increased risk of numerous adverse events. 

The fact that the drug is physician-adminis-
tered also helps providers monitor safety. 

One abstract showed that when PASI 75 
responders go off drug, 43% to 46% maintain 
their effect for an entire year.3 

“Particularly in the days of a pandemic such 
as we’re in, that’s extraordinarily important for 
patients to know,” he adds.

Combined with tildrakizumab’s label, says Dr. 
Mendelsohn, the long-term phase 3 data provide 
reassurance versus labels of some other systemic 
psoriasis drugs. Tildrakizumab has no black-box 
warning or signals regarding congestive heart fail-
ure, malignancies or suicides.

 The durability of tildrakizumab responses 
and the fact that most patients see significant 
improvements over placebo four weeks after a sin-
gle dose also will make physicians’ and patients’ 
lives easier, he adds. 

“Our approach has been patient- and health-
care provider-centered. We are trying to come up 
with the most cost-effective management with the 
most important mechanism of action, which is 
interleukin (IL)-23,” Dr. Mendelsohn says.

One abstract that traced correlations between 

short- and long-term responses showed that within 
four weeks of treatment, the average patient can 
expect a 42% to 45% PASI reduction.4 In phase 
3, Dr. Mendelsohn says that patients began sep-
arating into bands of improvement (50-74%, 75- 
89% and 90-100%) by week 12 and remained 
there through four years. The average patient will 
be approximately 41% better within a month, 70% 
better within eight weeks and 90% to 95% better 
by week 28, he says.

“The flipside is, we feel very confident in being 
able to say to patients and healthcare providers, we 
can tell within 12 to 16 weeks after you start this 
drug if a patient will or won’t respond. We want 
to be as transparent and cost-effective as possi-
ble because in the end, that’s going to benefit the 
patients and healthcare providers,” he says. 
Disclosure: 
Dr. Mendelsohn is associate vice president of dermatology medical affairs, sun 
pharmaceuticals.
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2019. Ultimately, seven cohort studies met inclu-
sion criteria. These studies included 34,029 bio-
logic-treated patients and 135,370 biologic-naïve 
patients treated with conventional systemic agents. 

Esse et al. write that to the best of their knowl-
edge, theirs is the first systematic review and 
meta-analysis of melanoma risk associated with 
biologic use in IBD and psoriasis that incorpo-
rates biologic-naïve patients for comparison pur-
poses. However, investigators found only one 
psoriasis study (2,285 patients, versus 3,604 con-
trols) and two IBD studies that met inclusion cri-

teria. “The small number of studies eligible for 
inclusion meant that the pooled risk estimates 
were likely to be disproportionately affected by 
single studies,” write Esse et al.

“Based on the limited evidence to date,” Mr. 
Esse adds, “a clinically meaningful increase 
in risk cannot be ruled out. Population-based 
cohort studies, adjusting for key risk factors, are 
urgently required to clarify this risk before any 
recommendations can be made.”

Disclosures:
Dr. Han is or has been an investigator, consultant/advisor, or speaker for AbbVie, 
Athenex,Boehringer Ingelheim, Bond Avillion, Bristol Myers Squibb, Celgene, Eli 
Lilly, Novartis,Janssen, LEO Pharma, MC2, Ortho Dermatologics, PellePharm, 
Pfizer, Regeron, SanofiGenzyme, SUN Pharmaceuticals and UCB. Mr. Esse reports 
no relevant financial interests.
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skin cancer
Quick TAKES

Investigators evaluated the cure rates of 
minimally invasive BCC and SCC lesions 
when using C&C or ED&C in a cohort of 
100 adult patients.

Findings highlight the efficacy 
and reliability of these treatment 
approaches for minimally invasive 
cutaneous carcinomas.

A recent study showed that curettage 
and cryotherapy and electrodesiccation 
and curettage are two techniques that 
have comparable cure rates.

Trial compares NMSC 
destructive techniques
ILYA PETROU, M.D. | Staff Correspondent

T here are several different treatment 
approaches currently being used to 
address low-risk nonmelanoma skin 
cancers such as basal cell carcinoma 

(BCC) and squamous cell carcinoma (SCC). 
A recent study found that curettage-cryosur-
gery (C&C) and electrodesiccation and curet-
tage (ED&C) are two common techniques that 
have comparable cure rates after a one-year fol-
low-up period, underscoring the sound thera-
peutic benefit of both treatment approaches.

Of all nonmelanoma skin cancers, BCC com-
prises approximately 75-80% of these lesions and 
SCC comprises approximately 20%, experts say. 
Both are associated with significant morbidity, 
aesthetic concerns and financial burden. Numer-
ous treatment approaches including surgery, top-
icals, photodynamic therapy (PDT) and destruc-
tion have shown efficacy in clearing these mini-
mally invasive tumors. ED&C is the most com-
mon procedure used for minimally invasive 
BCCs and is recommended as a first-line treat-
ment by the National Comprehensive Cancer 
Network (NCCN). Similarly, cure rates have 
also shown to be close to 99% for SCC when this 
method is used. 

In a recent multicenter, prospective, compar-
ative study, Suzel Fournier, M.D., from the oncol-
ogy division of the CHU of Québec, University 
of Laval Research Center, Québec, Canada, 
and colleagues, evaluated the cure rates of mini-
mally invasive BCC and SCC lesions when using 
C&C or ED&C in a cohort of 100 adult Cauca-
sian male and female patients. Study participants 

were randomized 1:1 to receive either C&C and 
ED&C treatment, with cure rates evaluated at 
six, 12, 18 and 24 months, and aesthetic appear-
ance of scars at 12 months post procedure. Eval-
uated on a scale from 1-10, the aesthetic appear-
ance of the scars was assessed using the Patient 
and Observer Scar Assessment Scale (POSAS), 
which combines the assessments of both phy-
sician and patients. The average age of patients 
receiving C&C (n=53) and ED&C (n=47) treat-
ment was 74 and 77 years, respectively. 

Results showed that at the 12-month fol-
low-up, only one patient had a recurrence of 
cutaneous carcinoma in the C&C cohort (98% 
cure rate), while no recurrence occurred in the 
patients treated with ED&C (100% cure rate), 
statistically demonstrating non-inferiority of the 
C&C approach, and achieving the primary out-
come goal. The aesthetic appearance of scars also 
showed better results with the C&C approach 
at the 12-month follow-up, however this was not 
statistically significant. No other recurrences 
were recorded in either study group at the 6-, 18-, 
and 24-month follow-up time points.

Patients’ evaluation of the aesthetic appear-
ance of scars as reflected in the mean POSAS 
score was 1.39 and 1.50 in the C&C and C&E 
patient groups, respectively. Data also showed 
that a global score of 1 (best possible score) was 
recorded by 74% and 66% of the C&C and 
ED&C groups, respectively. The researchers 
noted that the same trend was seen in the cli-
nician evaluations, revealing an overall score of 
1 for 36% and 33% of C&C and ED&C study 

patients, respectively. 
According to the researchers, this is the first 

clinical study evaluating and comparing the effi-
cacy of C&C and ED&C with respect to cure 
rates and aesthetic appearance of scars for low-
risk BCC and SCC tumors.

“Our study tends to demonstrate that C&C 
provides a high cure rate for minimally invasive 
basal and squamous cell carcinomas. These find-
ings are comparable to other studies with similar 
protocols, but longer-follow-ups. We’ve demon-
strated that the C&C technique seems noninfe-
rior to the C&E method found in main guide-
lines, and as such we believe that it should be 
investigated more thoroughly as a first-line ther-
apy,” the study authors wrote.

Regarding aesthetic scar outcomes, the 
researchers said that future trials could include 
more objective measurements for scar assessment 
such as Narrow-Band Spectrophotometry, Tis-
sue Ultrasound Palpation System, and Cutom-
eter Skin Elasticity Meter in order to help min-
imize potential information bias due to the sub-
jective assessment of scars. In addition, a larger 
patient study cohort could also help in evaluat-
ing the different scars based on anatomical loca-
tion in future studies. 
Disclosures: 
The authors report no relevant disclosures. 
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skin cancer
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Investigators review the 
technology, study data and next 
steps in its development.

Promising outcomes are being reported from clinical trials 
investigating Nano-Pulse Stimulation technology to treat nodular 
basal cell carcinoma and cutaneous, non-genital warts.

NPS shows positive results
CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

A ccumulating data show promise for 
Nano-Pulse Stimulation technol-
ogy (NPS, Pulse Biosciences) in the 
treatment of nodular basal cell carci-

noma (nBCC) and cutaneous non-genital warts.
The results were presented at the 2020 vir-

tual meeting of the American Society for Laser 
Medicine and Surgery. Christopher Harmon, 
M.D., who practices Mohs surgery and aesthetic 
dermatology in Birmingham, is an investigator in 
the nBCC study. 

“Nodular BCCs are characterized by discrete 
large or small nests of basaloid cells in the pap-
illary or reticular dermis,” he says. “Because of 
the varying degrees and unknown penetration 
of these deep cellular ‘nests,’ treatment typically 
requires surgical excision with wide margin con-
trol. NPS is exciting because early evidence indi-
cates it can eliminate nBCCs with minimal scar-
ring compared with conventional treatment.”

TARGET SPECIFICITY
NPS is performed using a treatment tip con-
taining a microarray of needles that deliver 
high amplitude, ultrashort electrical bursts to 
target lesion cells in the epidermis to deep der-
mis. The energy pulses cause transient nanop-
oration of the outer cellular membrane, alter-
ing the function of internal cellular organelles, 
including mitochondrial membrane and endo-
plasmic reticulum. 

This disruption ultimately leads to regulated 
cell death without any thermal effect or dam-
age to surrounding acellular skin structures. In 
addition, the treatment is thought to stimulate an 
adaptive immune response that may contribute to 
clearing malignant lesions and warts.

NODULAR BCC OUTCOMES
The nBCC pilot study enrolled seven patients 
with a non-facial nBCC. They first underwent a 
pretreatment 3-mm biopsy for diagnostic confir-
mation and a blood draw for isolation of periph-
eral blood mononuclear cells. The NPS treat-
ment was applied to only a portion of the tumor. 
The response was evaluated three to 12 weeks 
later with excision of the entire lesional area 
for histopathologic examination and a repeat 

blood draw to identify evidence of an immune 
response. Treating only a portion of the tumor 
allowed researchers to validate the effectiveness 
of NPS through the histopathological examina-
tion, Dr. Harmon says. 

As enrollment progressed, NPS energy set-
tings were titrated down to find the “sweet spot” 
providing an optimal balance of efficacy and 
safety. The first two patients were treated with 
15.5 J of energy (310 mJ/mm3). The energy was 
decreased by 50% for the next three patients to 
7.7 J (155 mJ/ mm3), and then lowered by another 
50% (3.9 J, 75 mJ/mm3) in the last two cases.

“We found that all of the energy levels were 
100% effective. While tumor remained in the 
untreated area, the NPS-treated zones were 
consistently clear of nBCC. The biopsies also 
showed no clinical or histologic evidence of der-
mal scarring in the patients treated with the two 
lower energy settings,” Dr. Harmon says. “We 
were also encouraged to see infiltration of CD8+ 
T-cells in the untreated area in some histologic 
samples, which supports the idea that NPS 
induces a host immune response that may be part 
of its mechanism for tumor clearance.”

Based on positive findings of this early feasibil-
ity study, ongoing and future planned studies will 
further evaluate the two lower NPS energy settings 
of 75 or 155 mJ/mm3 to determine if treating the 
entire visible nBCC will achieve the study endpoint 
of histology-confirmed BCC elimination. 

Although the study is enrolling patients with 
nBCC, Dr. Harmon believes NPS will also be 
studied as a minimally invasive option for clear-
ing any BCC classified as low risk according to 
NCCN guidelines.

“We chose it to study nodular lesions because 
superficial BCCs may be removed entirely by the 
pretreatment shave biopsy performed for diagnos-
tic confirmation. Further studies might investigate 
its use for superficial BCCs or other low-risk BCCs 
on the trunk and extremities,” Dr. Harmon says. 

He notes that NPS technology might also 
have a role for treating aggressive BCCs on the 
face. Because those lesions can have a very deep 
component, modified probes that have longer 
microneedles and an insulated sheath may be 
tested for these deeper lesions.

PROMISE FOR CHALLENGING WARTS 
Interim data from an expansion of a study inves-
tigating NPS treatment for cutaneous, non-geni-
tal warts was presented by E. Victor Ross, M.D., 
director, Laser and Cosmetic Dermatology 
Center, Scripps Clinic, San Diego. According 
to Dr. Ross, this pivotal clinical study included 
additional sites, an increased number of subjects 
and the treatment of warts across more anatomic 
areas, which enabled broader use of NPS to treat 
this difficult group of skin lesions. 

He reported preliminary findings from 27 
patients who had a total of 87 warts treated. The 
hands (n=39), feet (n=19), legs (n=10) and knees 
(n = 8) were the most common sites. Efficacy 
was high overall, with the best clearance rates 
observed for warts on the knee (100%), hands 
(90%) and leg (80%); 10 (53%) of the 19 warts on 
the foot were cleared. None of the warts that were 
eliminated showed evidence of recurrence at fol-
low-up 60 days post-treatment. 

“Our most recent data shows a continu-
ing trend toward elimination of the majority of 
warts with one or two treatments,” Dr. Ross 
notes. “Cells are the real target of this technol-
ogy, so any parts of the skin that are more cellu-
lar in nature versus stromal in nature will be more 
vulnerable to NPS energy,” he adds.  

The potential for viral plume generated dur-
ing treatment was investigated as a safety endpoint 
in a sub-cohort by stationing a sensitive particu-
late counter near the wart as NPS energy was being 
delivered. The results showed no evidence that the 
procedure resulted in aerosol emission of particles.

“Thermal-based cutaneous procedures may 
produce debris that contain dust, chemicals and 
infectious material. The absence of plume with 
NPS technology may be an important safety bene-
fit for physicians and their patients,” Dr. Ross says. 
“The next steps for the wart protocol are expected 
to include testing tips with longer microneedles for 
deeper warts and evaluating  optimal follow-on 
treatment intervals for the subset of warts that did 
not clear in a single procedure session.” 
Disclosures:
Dr. Harmon is a consultant to and member of the scientific advisory board for Pulse 
Biosciences. Dr. Ross is a consultant to and received research support from Pulse 
Biosciences.
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SRT or electronic brachytherapy can be 
offered as reliable, nonsurgical options for 
certain patients with NMSC.

Superficial radiation offers a 
newer, FDA-approved office-
based option that is safe.

My experience with 
surface radiotherapy

R ecent advancements have brought 
X-rays safely into the dermatology 
clinic. This past year, I have incor-
porated surface radiotherapy (SRT), 

which is approved by the U.S. Food and Drug 
Administration (FDA), as a treatment option for 
select patients with non-melanoma skin cancer 
(NMSC). 

I have treated more than 25,000 skin cancers 
surgically, which is the standard of care for the 
vast majority of patients with NMSC. But surgery 
is not ideal for every patient. Patients taking pre-
scription blood thinners or those who cannot care 
for surgical wounds, have a history of delayed or 
insufficient wound healing, an aversion to surgery, 
or who wish to avoid potentially deforming sur-
gery on areas like the ears and nose may be can-
didates for nonsurgical options. These considera-
tions, plus the patient’s access to care, age and fam-
ily support all factor into the evaluation of surgery 
versus superficial radiation treatment in the der-
matology clinic. It’s a classic benefit:risk analysis.

 In my patient population of largely Medi-
care-age skin cancer patients, there is generally 
higher risk for stress from prolonged procedures, 
post-operative bleeding, delayed wound heal-
ing and inability to care fully for treatment sites. 
During the COVID-19 threat, the risk from pro-
longed face-to-face contact with the surgical team 
is an additional safety factor to consider. 

A 0.5 cm basal cell carcinoma (BCC) on the 
posterior lower leg of a healthy 60-year-old patient 
is typically a better candidate for electrodesicca-
tion and curettage or excision than the 80-year-
old patient with diabetes who has a BCC on the 
pre-tibial surface. A Mohs procedure closed with 
a flap on the nasal sidewall may be excellent for a 
70-year-old patient in good health, but SRT is a 
good option for a patient the same age who has a 

cardiac condition and is on blood thinners. 
In contrast to the largely unregulated office-

based “X-ray” treatment machines popular up 
into the 1960’s, today’s SRT devices are cali-
brated to precisely deliver electronically generated 
— in the 50 to 150 kilovolt (kv) range — photons 
directly to the skin surface, targeting the tumor 
area while sparing the surrounding healthy skin. 
Patients typically receive three treatments per 
week for a total of  15 to 18 treatments. 

Electronic brachytherapy (eBt) offers a similar 
treatment option using slightly less X-ray energy 
and a sharper field edge that enables fewer treat-
ments — eight to 12 — delivered twice weekly. 
Actual treatment time-on-tissue for both modal-
ities averages one to two minutes per session 
(“fraction”), and the patient can be in and out 
of the office in less than 15 minutes. Both are 
approved by the FDA for treating NMSCs and 
have cure rates in the approximate range of 95+ % 

In my experience, many patients don’t think 
about radiation as a treatment for skin cancer. 
When we inform patients that nonsurgical SRT 
can be delivered in our office with far fewer treat-
ments, they can weigh its benefits and risks against 
other options. In my practice, these options have 
included simple and advanced surgery, imiqui-
mod and injectable 5 fluorouracil. After favorable 
reviews of office-based SRT from some of my col-
leagues, I decided to add it to my practice. 

I chose the RADiant system from XStrahl, an 
international company that makes both superfi-
cial and orthovoltage radiation treatment devices. 
RADiant appealed to me because it provides both 
eBt and SRT modes in a single machine with a small 
footprint. This system does not use radioisotopes, 
the treatment room requires minimal shielding and 
the intuitive software interface holds treatment plans 
that are customized to each patient; thus, reducing 

the chance for human error. 
We have now used our RADiant system for a 

year. There’s uniformly good patient satisfaction; 
treatments are brief and painless; most treatment 
effects, such as redness and scaling, are transient 
and well tolerated; and the treated sites heal with 
little to no scarring.  While generally an attractive 
alternative to surgery, SRT/eBt has to be used 
judiciously to merit insurance coverage; while, at 
the same time, being cost-effective for the prac-
titioner. Most devices on the market cost about 
$150K -$250K, and there are set-up fees and 
maintenance plans to consider. 

Medicare with supplements typically covers 
SRT/eBt treatments. With Medicare Advantage 
and fully private plans, it’s wise to check with the 
carrier for coverage or need for pre-authorization.  
In terms of state regulatory requirements, SRT/
eBt are well within the domain of the dermatolo-
gist, though some states place different regulatory 
requirements on use of eBt. If you are considering 
adding SRT/eBt to your practice be sure you go 
over your state requirements with the company 
from whom you are buying your device.

Given my own practice’s volume of cases 
and patient mix, the RADiant system’s dual 
mode, ease of use and reasonable start-up costs 
have efficiently expanded the options I can offer 
patients to treat their NMSCs. For patients who 
are apprehensive or fearful of pain or surgical 
complications — and otherwise meet the indi-
cations for SRT/eBt, my RADiant system has 
become a welcome, less stressful alternative to 
traditional surgery. 

Disclosure: 
Dr. Steven Davis purchased his RADiant System and is not compensated for arti-
cles and presentations related to it.

by STEVEN A. DAVIS, M.D. 

Steven A Davis, M.D., is a board-certified dermatologist and Medical Director of the Dermatology & Laser Center of San Antonio.  He graduated from Yale University,  
the University of Texas Southwestern Medical School and completed his dermatology residency at the University of California San Francisco. He is adjunct professor of  
Medicine/Dermatology at the UT Health San Antonio medical school. 
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This September 12, 
Make it an American Dermoscopy Saturday. 

From the comfort of your home.

Non-CME. $99. Register now at americandermoscopy.com.
Questions? nicole@nmgmeetings.com
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Procedure complications  
in darker skin

W hether or not der matolo-
gists perform cosmetic pro-
cedures, it is important that 
they understand the spec-

trum of adverse reactions that can occur in 
patients with skin of color because they may 
see patients seeking care because of a com-
plication, said Cheryl M. Burgess, M.D., at 
the Skin of Color Update virtual meeting.  
“With the advent of medical spas and the cross-
over of various specialists into cosmetic proce-
dures, I have seen an upsurge in the number of 
patients with Fitzpatrick skin types IV, V, and 
VI who come to me because they experienced an 
adverse event following a treatment involving a 
laser or light-based device, filler or neuromodula-
tor injection, or chemical peel,” says Dr. Burgess, 
founder and president, Center for Dermatology 
and Dermatologic Surgery, Washington, D.C.

She described the types of reactions that are 
seen most often in skin of color and offered rec-
ommendations for minimizing risks and achiev-
ing patient satisfaction. Summarizing her top 
tips, Dr. Burgess says, “Careful patient selec-
tion is important for achieving the desired out-
come with any cosmetic procedure, and thor-
ough counseling should be provided at consul-
tation on procedures that are appropriate for the 
individual’s skin type. Performing a test spot may 
be useful to determine potential adverse events 
with lasers and chemical peels, and laser parame-
ters may need to be tweaked for increased safety.” 

She emphasizes that it is best to start conserv-
atively and recognize that achieving the desired 
outcome may require multiple sessions.

LASER AND LIGHT SYSTEMS
First and second degree burns are among the 
most common complications seen in skin of 
color patients who undergo cosmetic proce-
dures involving a laser, and they are particu-
larly a problem with the use of intense pulsed 
light devices. The burns are easily recognized 
by their rectangular shape, Dr. Burgess says. 

Knowledge of the risks key for avoidance and management

CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

COMPLICATIONS CONTINUES ON PAGE 44�

Patient with Fitzpatrick Skin Type V shown before with burns from IPL treatment and after treatment with 650 microsec Nd:Yag laser, 1927 nm fractionated thulium laser, chemical peels 
and triple cream. 

Photos: Cheryl M. Burgess, M.D.

Quick TAKES
Patients should be 
counseled on appropriate 
cosmetic procedures for 
their skin type.

Proper patient 
selection is important 
for desired aesthetic 
outcomes.

Device 
parameters can 
be adjusted for 
safety.

Test spots may 
be necessary to 
determine potential 
adverse events.
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P A R T N E R  C O P Y

About 60% to 70% of women and 50% to 
60% of men report having sensitive skin, 
according to research published in 2019 
in Frontiers of Medicine.1 

While differences in how people perceive skin 
sensitivity exist, most say they have sensory ef-
fects, such as itching, burning, stinging, tight-
ness and dryness, according to the paper. 

Dermatologists guide their patients on which 
products best address skin sensitivity symp-
toms, without making the problem worse or cre-
ating another problem. In some cases, the very 
products dermatologists recommend, like reti-
nol for anti-aging, cause skin sensitivity issues. 

“The biggest issue we have in treating pa-
tients who are sensitive is intolerance to the 
products themselves. The goal has been to 
come out with an anti-aging, skin strengthening 
product line that is tolerable, even to patients 
who can’t tolerate other products,” said Derma-
tologist Joshua Zeichner, M.D., director of cos-
metic and clinical research in dermatology at 
Mount Sinai Hospital. 

The problem of sensitive skin has risen dra-
matically in the last decade, highlighting the 
need for affordable, effective and scientifical-
ly-formulated and tested products designed 
especially for people with sensitive skin, said 
Hemali Gunt, Ph.D., head of clinical and sci-
entific affairs at Burt’s Bees,2 a leader in evi-
dence-based natural skin care. As a result of the 
need, Burt’s Bees developed its Sensitive Skin 
care line, including a daily moisturizer, facial 
cleanser, cleansing towelettes, night cream and 
eye cream. 

The over-the-counter all-natural line of prod-
ucts earned the National Eczema Associa-
tion Seal of Acceptance. Burt’s Bee’s Sensitive 
products have been shown clinically to improve 
overall skin appearance, while gently moistur-
izing and cleansing without causing redness or 
irritation.

Key ingredients that do good without harm
It’s not one ingredient, but rather a synergist ef-
fect of several ingredients of natural origin that 
address skin dryness, itching and more, accord-
ing to Dr. Gunt. 

For example, the Burt’s Bees Sensitive Skin 
Care line features:

›  Aloe, which has been shown in studies to 
help reduce visible redness and soothe skin 

The science behind skin 
care for sensitive skin

while hydrating skin and restoring barrier 
function; 

›  Honey, a natural moisturizer with phenolic 
acids and flavonoid antioxidants that helps 
defend against free radical damage and sup-
ports healthy skin;

›  Sunflower oil, which is rich in linoleic acid, an 
essential fatty acid in skin; and 

›  Rice extract, known to help reduce damage 
from environmental stress.

More about the science
Dermatologists want to see more than market-
ing claims before recommending skin care prod-
ucts to their patients, according to Dr. Zeichner.

“As with any products, I look for companies 
that provide data to show that the ingredients 
are effective,” he said. 

In research presented in 2019 at the 24th 
World Congress of Dermatology, Dr. Gunt and 
colleagues presented data showing Burt’s Bees’ 
Sensitive Skin Care products reinforced the 
skin’s epidermal barrier and improved skin hy-
dration in Asian women with sensitive skin in a 
highly polluted environment. 

“Our most recent work involved testing our 
sensitive skin care products in subjects who 
were exposed to high environmental pollution, 
which damages the skin’s moisture barrier. We 
enrolled subjects with heightened sensorial 
symptoms of stinging, burning, itching. When 
those subjects used our sensitive skin care 
products, we were able to show that response 
to skin sensitivity was decreased. Our products 
are not just occluding the skin barrier to elimi-
nate a response to sensory stimuli, but instead 
using the activities of these ingredients of nat-
ural origin over a period improve skin sensitivi-
ty,” Dr. Gunt said. “We are continuing to study 
the products’ effects on skin sensitivity across 
many different populations to understand if 
the product line works and continues to 
work in a wide variety of conditions.”

The first published study on Burt’s 
Bees Sensitive products showed su-
periority in improving overall skin 
appearance when compared with 
a dermatologist recommended 
synthetic regimen in subjects with 
eczema, rosacea and cosmetic 
intolerance.3 

In another study published in 2019 

in the Journal of Drugs in Dermatology,4 der-
matologist Zoe Draelos, M.D., and colleagues 
performed a study evaluating the safety and 
tolerability of Burt’s Bees Sensitive products 
when used as a daily skin care routine as an ad-
junct in patients who were treating their rosa-
cea with metronidazole, a prescription antibi-
otic. Researchers compared the Burt’s Bees’ 
Sensitive Skin regimen to a synthetic dermatolo-
gist-recommended regimen. They reported that 
subjects in the Burt’s Bees’ group experienced 
greater improvements in investigator global as-
sessment of rosacea measures, including er-
ythema, telangiectasia and papules/pustules 
than the women using the synthetic skin care 
regimen.

In comparison to the synthetic brand, which 
is primarily composed of occlusive ingredients, 
Burt’s Bees Sensitive products contains natural 
extracts, which are known to be helpful in re-
ducing the appearance of redness and fighting 
free radicals. 

 “The products were extremely well tolerat-
ed with no irritation. So, this is promising data 
and it reinforces our recommendations of these 
products in patients who cannot tolerate other 
types of anti-aging ingredients,” according to Dr. 
Zeichner. 
REFERENCES:
1  Farage MA. The Prevalence of Sensitive Skin. Front Med (Lausanne). 

2019;6:98. 

2  Experience the proven power of nature. Burt’s Bees website https://
www.burtsbeesdermatology.com. Accessed August 2020.

3  Draelos ZD, Levy SB, Lutrario C, Gunt H. Evaluation of the performance 
of a nature-based sensitive skin regimen in subjects with clinically diag-
nosed sensitive skin. 2018;17(8):908.

4  Draelos ZD, Gunt H, Levy SB. Natural skin care products as adjunctive 
to prescription therapy in moderate to severe rosacea. 2019;18(2):141 .
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Postinf lammatory hypopigmentation can 
occur after hair removal using the short pulse 
1064-nm Q-switched Nd:YAG laser whereas 
hyperpigmentation was more common in the 
past when the procedure was performed with 
the 532-nm systems. 

“The longer 1064-nm wavelength avoids 
hypopigmentary changes since it bypasses the 
melanin in the epidermis. Its absorption deeper 
in the hair leads to thermal destruction of the fol-
licle, which makes the longer wave Nd:YAG laser 
ideal for hair removal in skin of color,” Dr. Bur-
gess says.

Whenever performing a laser procedure in a 
new patient with skin of color, however, Dr. Bur-
gess advises performing a test spot and using a 
lower fluence.

“Manufacturer-recommended parameters 
are based on clinical trials that enrolled mostly 
patients with Fitzpatrick skin types I-III and 
some patients with skin type IV, but rarely any-
one with darker skin,” she says. “When patients 
understand the test is being done for their safety, 
they are willing to accept the delay.” 

FILLER REACTIONS
Safety data from premarketing clinical trials 
with various fillers did not show any increased 
risk of pigmentary changes or hypertrophic or 
keloidal scarring in patients with skin of color, 
although the eligibility criteria for these studies 
excluded patients with a history of keloids. As 
in patients with lighter skin types, bruising is 
the most common adverse event associated with 
filler injections in skin of color. Hyperpigmen-
tation can also occur, particularly with the use 
of a serial puncture technique and faster injec-
tions times. 

“Filler injections in skin of color patients are 
best done slowly using a linear threading tech-
nique,” Dr. Burgess says. 

NEUROMODULATOR INJECTIONS
Dr. Burgess notes that Asian patients, particu-
larly, request treatment for crow’s feet and glabel-
lar frown lines. Injections into the forehead and 
periocular region in these patients requires care 
to avoid the development of eyebrow or eyelid 
ptosis that will decrease the palpebral aperture. 

“As people age and the laxity of the fore-
head and upper eyelid skin becomes more 

apparent, a reduced dose or avoidance of bot-
ulinumtoxinA injections is recommended 
to avoid eyebrow ptosis,” Dr. Burgess says. 
Chemical peels

Superficial chemical peels using salicylic 
acid, lactic acid, malic acid, or glycolic acid can 
be performed safely in skin of color. The use of 
medium and deep peeling agents, however, risks 
dyschromia from rapid skin exfoliation that leads 
to a deeper exfoliation to the lower levels of the 
epidermis and melanocytes with subsequent 
inflammation and ultimately hyperpigmentation.

Dr. Burgess says that neutralization of the acid 
is a technique used in medical spas to minimize risk 
in skin of color. However, a neutral pH is no longer 
an acid strength to perform chemoexfoliation. 

“Chemical peels at lower pH require obser-
vation of the skin’s reaction and erythema. The 

end point for a peel isn’t always ‘until it frosts’ in 
skin of color,” Dr. Burgess says 
Disclosure:
Dr. Burgess receives honoraria, does clinical research for, and/or is on the advi-
sory board for Allergan, Revance, Merz, and Prollenium.

“ Manufacturer-recommended parameters are based on clinical trials 
that enrolled mostly patients with Fitzpatrick skin types I-III ... but rarely  
anyone with darker skin."
Cheryl M. Burgess, M.D., Center for Dermatology and Dermatologic Surgery, Washington, D.C.

Patient with laser hypopigmentary changes after short 
pulse 1064 nm Nd:Yag laser treatment.

Patient with melasma shown before and after treatment with Nd:Yag laser 650 microseconds, chemical peels and triple cream.

} Complications of aesthetic procedures in darker skin types FROM PAGE 42
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 JOIN US IN 2021
CSF Live is on hold for 2020.

2020 has certainly ushered in wholly unthinkable challenges! Like all of you, the Cosmetic Surgery Forum team has been facing  

them head-on and doing all we can to care for those around us and make a better community for us all.

CSF has always been committed to providing a meaningful experience for all of our participants – which includes doing our part to keep 

everyone safe. While we will certainly miss the camaraderie and energy of a face-to-face meeting, we truly feel this is the right decision. 

In lieu of a live event in 2020, Cosmetic Surgery Forum will host sessions throughout the next 12 months offering you the same type 

of in-depth learning and collegial discussion you have come to expect from us. Check out our website (CosmeticSurgeryForum.com), 

Facebook and LinkedIn over the next few weeks for updates! We will see all of you again Wednesday, December 1 –  

Saturday, December 4, 2021 at the JW Marriott in Nashville, TN. Please save the date!

For more information, please contact: Natasha Mohr or Meg Housholder  •  info@CosmeticSurgeryForum.com  •  402-697-6564

EARN UP TO 

19 CME CREDITS *

THE JW MARRIOTT     NASHVILLE,  TN
December 1-4, 2021
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As an accredited leader in continuing education for over 16 years, we invite you to 
join us at one of our upcoming conferences. 

All meetings are designed to provide cutting edge dermatology-focused curriculum 
combining a great blend of science and clinical medicine taught   by our world-

class faculty.

JANUARY 25-29, 2021
Grand Wailea • Maui, Hawaii

Designed specifi cally for Dermatologists

JUNE 24-26,2021
Broadmoor Hotel • Colorado Springs, CO

Plus Special Pre-Conference Day on 
June 23, 2021

SEP 30-OCT 2, 2021
Gaylord Opryland Hotel • Nashville, TN

Plus Special Pre-Conference Day on 
September 29, 2021

Exclusively for Dermatology
Nurse Practitioners & Physician Assistants

REGISTER

EARLY
AND SAVE!

If you love learning and 

DERMATOLOGY 
we’ve got the perfect meeting for you!

For meeting information and 
registration, please visit

MauiDerm.comTHE ACKNOWLEDGED LEADER IN DERMATOLOGY CME 
FOR OVER 18 YEARS.
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WWW.GACONFERENCE.COM  |   877-220-1783

SAVE THE NEW DATE!

AMERICA’S PREMIER
MULTI-SPECIALTY
AESTHETIC CONFERENCE
November 5-8, 2020  April 15-18, 2021 
e Loews Hotel | Miami Beach, Florida

◊ RHINOPLASTY 
◊ BREAST & BODY 
◊ NEW TECHNOLOGY 
◊ FACIAL REJUVENATION 
◊ OCULOPLASTIC SURGERY 
◊ PRACTICE MANAGEMENT 
◊ ◊ AESTHETIC DERMATOLOGY
◊ LESS INVASIVE STRATEGIES
◊ REGENERATIVE MEDICINE UPDATE

10% OFF REGISTRATION! 
USE CODE: DTimesGA20
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Quick TAKES

A split-face study investigating facial rejuvenation 
found better outcomes using microneedling 
followed by topical application of a stem cell derived 
conditioned media versus microneedling alone.

Both application of stem cell conditioned media and microneedling 
can induce skin remodeling. Pretreatment with microneedling 
facilitates transcutaneous delivery of the active ingredients in  stem 
cell conditioned media.

Stem cell media boosts 
microneedling benefits
CHERYL GUTTMAN KRADER, B.S. PHARM | Staff Correspondent

M icroneedling is an efficient method 
for facial skin rejuvenation, but the 
outcomes are augmented by using 
a combined approach that incor-

porates topical application of amniotic f luid 
mesenchymal stem cell derived conditioned 
media (AF-MSC-CM), according to a split-face 
comparative study.1

The study enrolled 10 patients with mild to 
moderate signs of photoaging who underwent 
five treatment sessions under topical anesthesia 
at 2-week intervals. Microneedling with a derma-
roller was performed over the entire face. There-
after, 1 mL of AF-MSC-CM (BIO STEM CM 
Cell Signal Therapy Wrinkle Control kit, Bio 
Innovation Holdings) was applied to the right 
side only.

Assessments performed at 1 month after the 
last treatment showed significant clinical and 
histological improvements bilaterally. However, 
there was greater clinical improvement and bet-
ter remodeling of dermal collagen and elastic fib-
ers on the right side of the face. 

“Although our study included just ten 
patients, the split-face design enabled our abil-
ity to detect a treatment benefit from adding 
AF-MSC-CM,” says Moetaz El-Domyati, M.D., 
Professor of Dermatology, Minia University, 
Al-Minya, Egypt. “We believe that stem cell ther-
apy represents the future for facial rejuvenation 
and managing aging skin."

STUDY RATIONALE
As a nonablative procedure that causes selec-
tive dermal injury, microneedling by itself is a 
safe and effective technique for inducing skin 
tightening. In addition, it is relatively inexpen-
sive and does not involve significant downtime.

The AF-MSC-CM can also promote skin 
rejuvenation because it is a rich source of growth 
factors, chemokines, and cytokines, including 
vascular endothelial growth factor, transforming 
growth factor-β, interleukin-6, interleukin-8, and 

tumor necrosis factor-α, that have been shown to 
be upregulated during the inflammatory phase of 
the wound healing process. 

“Although topically applied growth factors 
and cytokines can increase skin remodeling, their 
penetration into the skin may be limited because 
of their large molecular size. Skin micronee-
dling prior to application of AF-MSC-CM cre-
ates a route for enhanced transdermal delivery,” 
Dr. El-Domyati explains. “In contrast to use of 
embryonic stem cells, the AF-MSC-CM avoids 
ethical issues, has low immunogenic potential, 
and can be differentiated with a high degree of 
expansion and regeneration without culture.”

STUDY RESULTS
The 10 study participants included three males 
and seven females, and they had a mean age of 
50 years. Seven patients had Fitzpatrick skin 
type IV and three were Fitzpatrick skin type 
III. Facial aging at baseline based on the Glogau 
classification system was II or III. 

Patients were assessed for adverse events 
at each visit. The only issues recorded were 
post-treatment erythema and edema that resolved 
within 1 to 2 days. 

“Because microneedling creates only minute 
holes in the epidermis, it is associated with mini-
mal to no risk of postinflammatory hyperpigmen-
tation,” Dr. El-Domyati says. 

The assessments of clinical improvement 
from baseline were done by two blinded derma-
tologists who compared photographs obtained at 
baseline and one month after the last treatment. 
They rated changes using a five-point scale (none 
= 0%, mild = 1-25%, moderate = 26-50%, good = 
51-75%, and very good = 76-100%). 

Mean percent improvement from baseline 
was 33.2% on the left side of the face and 60.6% 
on the right side. The difference compared with 
baseline was statistically significant for both sides 
of the face, but significantly greater on the right 
side versus the left. On the left side of the face, 

three patients were rated as having mild improve-
ment and seven achieved moderate improvement. 
On the right side of the face, the clinical improve-
ment was rated as moderate in two patients, good 
in seven patients, and very good in one patient. 

“All patients benefited with improvement 
in crow’s feet wrinkles and seven patients also 
showed improvement in skin texture. Improve-
ment in forehead wrinkles was observed, but to 
a lesser degree than wrinkles in the crow’s feet 
area and in only 50% of patients,” Dr. El-Do-
myati says.  

Although they were not aware of which side 
of the face was treated with the AF-MC-CSM, 
patients were asked to rate their overall treatment 
satisfaction rather than separately for each side 
of the face. Six patients were “completely satis-
fied”, two were “somewhat satisfied” and two 
were “unsatisfied.”

Histological changes were assessed by com-
paring findings on pre- and post-treatment biop-
sies taken with a 3 mm punch probe from the 
temporal area. The histology showed positive 
changes on both sides of the face that included 
increased number and organization of colla-
gen bundles, decreased interfibrillary spaces, 
decreased elastotic material, and the develop-
ment of fine and well-arranged elastic fibers. 
However, the changes were greater on the right 
side of the face. 

Epidermal thickness was also measured and 
found to increase significantly from baseline on 
both the microneedling alone and combination 
treatment sides. The difference between the two 
sides was not statistically significant. 
Disclosures:
Dr. El-Domyati has no relevant financial interest to disclose.

References:
1  El-Domyati M, et al. Facial rejuvenation using stem cell conditioned media        

combined with skin needling: A split-face comparative study. J Cosmet Dermato. 
2020 Jul 5. [Epub ahead of print]. doi: 10.1111/jocd.13594
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Beauty
& the Bacteria

An Exploration into the World of the Skin Microbiome

In this new educational docuseries, hosted by geneticist 
Thomas M. Hitchcock, PhD, we will take you on a journey 
inside the world of the skin microbiome.

Through this journey you will appreciate 
the entangled relationship between our 
skin and the microbes living on and 
in it—and how that affects our lives. 
Featuring special appearances 
by a number of leading U.S. 
dermatologists, the series will 
guide the audience through the 
basics of what the skin microbiome 
actually is and why it is critical to 
the health of our skin.

Watch the first episode here:

Educational program sponsored by:

Watch the first episode here:
crownlaboratories.com/microbiome
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C L I N I CA L 
I N S I G H T S

Quick TAKES

RARE CANCER
With one approved drug available, 
researchers are studying additional 
investigational agents.

It presents clinically on the skin in about nine out of every 
10 cases with asymptomatic skin lesions that often 
appear as bruise-like lesions, plaques or nodules.

Derived from plasmacytoid 
dendritic cells, BPDCN, generally, 
is an aggressive disease. 

Pipeline agents to treat 
hematologic malignancy
LISETTE HILTON | Staff Correspondent

R esearchers are learning more about 
how to diagnose and better treat blas-
tic plasmacytoid dendritic cell neo-
plasm (BPDCN), a rare cancer that 

often presents with skin manifestations, accord-
ing to a review published March 2020 in Cur-
rent Opinion in Hematology.1

BPDCN patients have suffered historically 
poor outcomes. Years ago, doctors were limited 
to treating these patients primarily with intensive 
chemotherapy regimens used to treat acute mye-
loid leukemia or acute lymphoblastic leukemia 
patients. 

But in 2018, the U.S. Food and Drug Admin-
istration (FDA) approved tagraxofusp-erzs 
(Elzonris, Stemline). Tagraxofusp-erzs is the first 
approved drug indicated specifically for BPDCN, 
and its use is recommended in the National Com-
prehensive Cancer Network (NCCN) Clinical 
Practice Guidelines in Oncology. 

Newer targeted agents to treat the hemato-
logic malignancy are in the pipeline. 

NOTABLE CHANGES IN RECENT YEARS
The World Health Organization (WHO) 
named BPDCN and classified it under acute 
myeloid leukemia and related precursor neo-
plasms in 2008. Some eight years later, WHO 
established BPDCN as a distinct entity. 

Just how many people have BPDCN isn’t 
clear. But it is thought that there are about 0.04 
cases of the cancer per 100,000 people. And 
about three in four patients are older men. 

Derived from plasmacytoid dendritic cells, 
BPDCN generally is an aggressive disease. It 
presents clinically on the skin in about nine out 
of every 10 cases. Skin lesions tend to be asymp-
tomatic, often appearing as bruise-like lesions, 
plaques or nodules, according to the paper. 

While a small percentage of patients will pres-
ent with skin disease only, most show signs of 
BPDCN in the bone marrow, lymph nodes or vis-
ceral organs. Rarely, patients will have no cuta-
neous evidence and instead present with the leu-
kemic phase of the cancer. About 30% of patients 
also have central nervous system involvement. 

“Flow cytometry to determine the immu-
nophenotype is an essential component of diag-
nosing [BPDCN],” the author writes. 

CD123, an interleukin-3 receptor alpha, is 
over expressed in nearly all BPDCN cases. These 
cancer cells also may be positive for CD4, CD56, 
CD303 or TCL1, according to the paper. 

Some authors have found a recurrent MYC 
gene rearrangement in these patients. That par-
ticular genetic aberration is associated with an 
older age at diagnosis and worse prognosis. 

TREATMENT IS EVOLVING
Unfortunately, doctors have to rely largely on 
retrospective studies looking at BPDCN treat-
ment options. 

Those studies suggest that, generally, 
BPDCN responds better to acute lymphoblas-
tic leukemia regimens compared to acute mye-
loid leukemia treatment options. However, most 
responses to these regimens are transient, the 
author reported. 

Retrospective studies suggest allogeneic stem 
cell transplant for eligible patients in their first 
remission offers the highest overall survival rates, 
including three- and four-year overall survival 
rates ranging from 74% to 82%. 

Tagraxofusp-erzs targets CD123. It consists 
of recombinant human interleukin(IL)-3 fused 
to a truncated diphtheria toxin, according to the 
paper. 

“Binding the drug to CD123 on the cell sur-

face leads to cellular internalization of the diph-
theria toxin, which ultimately leads to inhibition 
of protein synthesis and cell death,” the author 
writes. 

In a phase 1/2 clinical trial of 44 untreated 
or relapsed/refractory BPDCN patients, 21 of 
29 previously untreated patients achieved com-
plete remission and 13 of those went on to have 
a stem cell transplant. Overall response rate of 
the 15 patients with relapsed/refractory BPDCN 
was 67% with tagraxofusp-erzs, with an average 
overall survival of 8.5 months. 

Eighteen of the 44 patients studied developed 
the most critical treatment-related adverse event, 
capillary leak syndrome. Two patients died from 
capillary leak syndrome during the study.

Researchers are studying investigational 
agents aimed at treating BPDCN. These include 
IMGN632, a humanized antibody-drug conju-
gate with an anti-CD123 monoclonal antibody 
conjugated to a DNA-alkylating payload, the 
author writes. 

Researchers are evaluating the safety and effi-
cacy of treating CD123-positive malignancies 
including BPDCN with the monoclonal anti-
body targeting CD123 and CD3 XmAb14045.

Venetoclax, a BCL-2 inhibitor, is yet another 
agent in the pipeline for BPDCN patients. 

“… as knowledge is gained on the molecu-
lar changes that occur in [blastic plasmacytoid 
dendritic cell neoplasm], this will ideally lead to 
more targeted and effective therapies in the years 
to come,” the author writes. 
Disclosure: 
Kendra Sweet, M.D., has received honoraria from Stemline Therapeutics.  

Reference: 
1  Sweet K. Blastic plasmacytoid dendritic cell neoplasm: diagnosis, manifesta-

tions, and treatment. Curr Opin Hematol. 2020;27(2):103-107.
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Quick TAKES

C L I N I CA L 
I N S I G H T S Pandemic

While patient visits are rebounding, 
they're still signifi cantly lower than 2019.

Teledermatology has offered a 
channel for non-urgent patients.

On average,dermatologists have 
seen 50% drop in patient volume.

“ If things continue as they are, we may come close to even 
by the end of the year.”   Joel Schlessinger, M.D., Omaha, Neb.

50%, second only to cardiology.1

“We know that every patient is having a di� er-
ent experience and taking a di� erent approach to 
in-o�  ce dermatology appointments, depending 
on their region, government regulations and per-
sonal comfort levels,” says Rhonda Peebles, vice 

president and head of U.S. 
Dermatology for UCB.

“One thing we can all agree 
on is that the normal rules of 
engagement are a thing of the 
past. And UCB is thinking 
through the lens of the future 
to anticipate what a post-pan-

demic world will look like for healthcare, so we 
can adjust our support strategies for clinicians and 
patients in an appropriate way,” Ms. Peebles adds.

When California’s shelter-in-place order 
began March 17, says Wendy Roberts, M.D., 
“Everything came to a screeching halt. People 
were canceling in droves.” She is a dermatologist 
and dermatopathologist in solo private practice in 
Rancho Mirage, Calif.

That afternoon, Dr. Roberts sent her patients 
a lengthy email. 

“In times of crisis, you have to communicate 
with your patients — not your sta� , you, the doc-
tor,” she says. 

She reassured patients, encouraging them to 
do what they felt comfortable with. She also told 
patients that, being essential per U.S. Centers for 
Disease Control guidelines, her medical practice 
would remain open.

That same day, she rearranged her 
6,500-square-foot o�  ce. The new work� ow starts 
with calling patients before their appointment to 
check their COVID-19 status and, once they arrive, 
whisking them from their cars to an exam room — 
without ever encountering another patient.

“There’s no reception. You come right into 
your room. We’re all in personal protective equip-
ment (PPE) — me, the sta� , everybody,” she says. 

Post-visit, patients check out from their exam 
rooms and leave the practice via an exit-only door.

Dr. Roberts says that she and her patients like 
the new system so well that she’s not switching back. 

“By April 1, I was back in full swing. And I 
haven’t stopped,” she says. 

In fact, her patient volume has grown approxi-
mately 15% thanks to new patients who found her 
when their regular doctors’ o�  ces were closed.

Other dermatologists have shown simi-
lar resourcefulness in staying a� oat during the 
pandemic. 

“We have to be mindful,” 
says Adam Friedman, M.D. 
“We’ve removed chairs from 
the waiting room to limit how 
many people could be out 
there.” He is professor and 
interim chair of dermatology 
at George Washington Uni-

versity School of Medicine and Health Sciences.
As a medical institution, the university 

has implemented rigorous safety protocols 
everywhere. 

“Every person who walks through the door 
gets screened for temperature. They’re asked 
questions. No one is allowed in the building 
without a mask,” Dr. Friedman says. 

Throughout the facility, signage shows 
patients where to wait for elevators and where 
to stand before the massive Plexiglas shields that 
guard each front desk.

TELEMEDICINE TO THE RESCUE
Equally important to dermatologists’ pandemic 
response was implementing telemedicine. Dr. 
Friedman says that riding out the pandemic has 
been “a bit of a roller coaster.” In response to 
waivers of governmental and insurers’ restric-
tions on telemedicine, however, his department 
quickly adopted the technology. 

“Even though we were still able to have clini-
cal productivity, it was a fraction of what we were 
pre-COVID,” he says. “But it revved up pretty 
fast. We were seeing hundreds, and then several 
thousand telehealth visits.”

Joel Schlessinger, M.D., says that through 
the end of April, his business was down easily 
75%. He is an Omaha, Neb.-based board-cer-
tified dermatologist and cosmetic surgeon and 
CEO of LovelySkin. While his cosmetic prac-
tice shut down for three months, he swiftly began 
funneling nonurgent medical appointments to 
teledermatology. 

“That allowed us to decrease the density of 
people in the o�  ce,” he says. 

During the heart of the shutdown, he and two 
PAs saw a total of 50 telemedicine patients daily. 

Dr. Schlessinger adds, “We kept our entire sta�  
employed during the lockdown. And it was very 

challenging during that time. We were extraordi-
narily fortunate that we were able to get the Pay-
check Protection Program (PPP) money within a 
matter of a month or so. That was our lifeline.”

As guidelines eased, Dr. Schlessinger began 
reopening in May, asking elderly and immuno-
compromised patients with nonurgent concerns 
to stay home until the pandemic is at least some-
what controlled. Over time, he has increased 
in-o�  ce appointments for nonurgent concerns 
while decreasing teledermatology visits to � ve to 
10 appointments per day.

Dr. Friedman says that once his practice could 
open its doors to nonemergency patients, a “mad 
dash” of patients � ipped the bulk of appointments 
back to the in-person variety. Common reasons for 
visiting include full-body skin cancer checks, which 
were prohibited via telehealth, plus follow-up on 
in� ammatory skin diseases. A surprising number 
of patients just wanted to chat, he adds, because they 
had not left their homes in months.

Due to safety requirements, Dr. Friedman 
cannot see nearly as many in-o�  ce patients as 
remote patients per day. But after getting into 
the groove, he sees one patient every 15 minutes 
for a total of approximately 26 patients daily (his 
pre-pandemic average was 30). By late August, 
practice-wide patient volumes had reached 
approximately 90% of pre-pandemic levels.

Dr. Schlessinger says that his medical and aes-
thetic practices have rebounded to varying degrees. 
Many existing and new patients are scheduling cos-
metic procedures, he adds, after watching their faces 
on Zoom screens for countless hours.

Although his cosmetic business is growing 
month-by-month, cosmetic revenues remain sig-
ni� cantly down versus 2019. 

“If things continue as they are, we may come 
close to even by the end of the year,” he says. 
“We’re still running at about 75% to 80% of our 
maximum compared to pre-pandemic,” he adds. 

This situation likely will persist at least until 
the pandemic is under control or a vaccine 
emerges, he says. 
Reference:
1  Sermo. COVID-19 HCP sentiment surveys part one: physician engagement with 

patients and remote/telehealth experiences. https://www.sermo.com/hcp-sen-
timent-study-series/. Published April 2020. Accessed September 1, 2020.

Disclosures:
Drs. Roberts, Friedman and Schlessinger report no relevant fi nancial interests. 
Ms. Peebles is an employee of UCB.
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FOR MORE INFORMATION PLEASE CONTACT:
Jeffrey J. Miller, MD, MBA
Professor and Chair, Department of Dermatology
Penn State Health Milton S. Hershey Medical Center
c/o Erica Geist | Physician Recruiter  
egeist@pennstatehealth.psu.edu

Penn State Health is committed to affirmative action, equal opportunity and the diversity of its 
workforce. Equal Opportunity Employer – Minorities/Women/Protected Veterans/Disabled.

Position Highlights:
• Appointment will be at the Assistant or Associate 

Professor level
• Join a growing and busy academic practice 
• Large primary care referral base
• Highly collaborative culture
• Faculty rank commensurate with experience
• Competitive salary and generous benefits 

Position Requirements:
• M.D., M.D./Ph.D. or equivalent degree
• BE/BC Dermatology
• A strong commitment to patient care and education. 

Research interests not required

Community:
• State College, PA is home to Pennsylvania State University & 

University Park, which is the largest campus in the Penn State 
system. 

• State College is more than just a quintessential college town. 
It is vibrant with exciting nightlife, great shopping, many 
options for arts & culture, and a diverse array of restaurants.

• State College Area School District ranks in the top 100 school 
districts in the State of Pennsylvania.

• Nestled at the base of Mount Nittany, State College is a 
unique and wonderful combination of small town charm and 
college town action that makes it no surprise that this area of 
central Pennsylvania is known as “Happy Valley.” 

Penn State Health:
• Penn State Health is multi-hospital health system serving 

patients and communities across central Pennsylvania.
• More than 1,300 physicians and direct care providers at 78 

medical office locations.

The Department of Dermatology at Penn State Health Milton S. Hershey Medical 
Center is seeking a full-time Dermatologist to join our practice in State College, PA.

PENNSYLVANIA

CAREERS

PRACTICE WANTED

SAN DIEGO PRACTICE
General dermatologist is moving to San Diego 

and seeking a well-established, successful Derm 
practice for sale. I am an individual not associat-
ed with private equity. Please contact by email: 

derm1966@yahoo.com or call 626-202-7599.

Expert Services for:
Buying or Selling a Practice
Practice Appraisal
Practice Financing
Partner Buy-in or Buy-out

PRACTICE SALES 
& APPRAISAL

Call for a Free Consultation
(800) 416-2055

www.TransitionConsultants.com

PRACTICE FOR SALE

JOANNA SHIPPOLI • (440) 891-2615
jshippoli@mjhlifesciences.com

Contact me to place your ad.
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It pays to 
learn more 
about  
Zocdoc
Let us show you how Zocdoc helps 
reach more new patients. Plus get 
one more reward as a thank-you 
for your time.

4000   1234   5678   9010
Dr. Liz Blackwell

Gift Card

 Visit Zocdoc.com/about/Visa50  

 or call 1-888-655-2190 

$50
Take a demo

Get a gift card*

*Limit one (1) Visa Gift Card per practice. The terms of Visa’s Cardholder Agreement apply. Demo must be completed by a person authorized to make a 
purchase decision on behalf of the practice. Offer not valid for practices with prior or existing Zocdoc accounts. Visa Gift Card will be sent upon completion 
of the demo; please allow 2-3 weeks for delivery. Promotion not valid where prohibited by law.
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Reach new patients Zocdoc 
attracts millions of users actively 

looking for care.

Fill last-minute openings 48% of 
appointments occur within 72 

hours of booking

See patients anywhere Video 
visits represent over 25% of new 

patient bookings on Zocdoc.

Millions of patients visit Zocdoc’s website and mobile 
app every month to search for a local provider based 
on open appointment times and more. Take a free 
demo today.

Reach more new 
patients in need 
of a dermatologist.

 Visit Zocdoc.com/about/Visa50 
 or call 1-888-655-2190 
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