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AC N E  &  R O SAC E A

ACNE MAY BE THE MOST COMMON SKIN CONDITION in the United 
States, with various studies estimating that 79% to 95% of Amer-
icans aged 12 to 24 year’s experience at least a minor case, yet 
diagnosing, treating, and managing care for pediatric patients 
a� ected by acne has never been more complex. Who is an ideal 
candidate for a novel therapy? Does the patient prefer topical or 
oral treatment? When should a pediatrician refer a patient to a 
dermatologist? What factors make it advisable to involve a psy-
chologist or psychiatrist?
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Trending Now: Pipeline Possibilities 
for Pediatric Skin Conditions
ILYA PETROU, MD | Sta�  Correspondent

NEW SOLUTIONS FOR PEDIATRIC PATIENTS with skin conditions ranging from molluscum 
contagiosum to in� ammatory dermatoses, such as psoriasis and atopic dermatitis (AD), 
may be available in the next 12 to 24 months, according to Peter Lio, MD, FAAD, a clini-
cal assistant professor of dermatology and pediatrics at Northwestern University Feinberg 
School of Medicine in Chicago, Illinois. During his presentation on trends in pediatric 
dermatology at the 2022 Winter Clinical Dermatology Conference in Kauai, Hawaii, he 
walked through some of the advances on the horizon.1

PEDIATRIC SKINCONTINUES ON PAGE 29

H idradenitis suppurativa (HS) could be the next bene� ciary of the growing body 
of research on the cytokine pathways underlying in� ammatory skin diseases, 
according to Mirza A. Alikhan, MD, dermatologist at Sutter Health in Sacra-
mento, California.

Speaking at Maui Derm for Dermatologists 2022, held January 24 to 28, 2022, in Hawaii,
Alikhan previewed some of the o� -label and pipeline drugs taking aim at targets that would inhibit the e� ects 
of in� ammation-causing � broblasts involved in the pathogenesis of this disease. He also highlighted tips for 
treating challenging cases in patients with moderate to severe HS.1 HS SPOTLIGHTCONTINUES ON PAGE 28
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editorial Expand Skills to Treat Pediatric Patients
EVEN BEFORE COVID-19, US health care providers were 
struggling to keep pace with growing patient demand. In few 
specialties is this as true as in pediatric dermatology. A let-
ter from the editor of the Journal of the American Academy of 
Dermatology (JAAD), published in June 2021, revealed just 
how serious this physician shortage is.

As of the JAAD publication date, there were fewer than 400 
board-certified pediatric dermatologists in this country, and 
18 states had 1 or no physicians in this specialty. The article 
noted that the pediatric subspecialty “has the third-highest 
referral rate and the longest wait time, with a 6- to 13-week 
average wait time for new patient appointments.”1 

The outlook is not going to get brighter faster. This year, 
it is projected that the United States will have nearly 75 mil-
lion children under age 17.2 What that infers about mounting 
caseloads for even common skin conditions is daunting. For 
example, depending upon the study, investigators estimate 
that 79% to 95% of American children aged 12 to 24 years 
will have at least a minor case of acne.

“As a result, many children in need of dermatologic care 
are seen by primary care providers and general dermatolo-
gists. It is therefore imperative that general dermatologists 
are familiar with important updates in this field and comfort-
able managing a broad range of pediatric skin conditions,” 
the authors wrote.

Dermatology Times®, in collaboration with its sister brands 
Contemporary Pediatrics® and Psychiatric Times™, stepped 
up to give dermatologists and pediatricians the tools and 
tips they need to help address this unmet need. The ground-
breaking “Getting to the Roots of Childhood Acne” webinar 
was held virtually December 15, 2021, and supported by Sun 
Pharmaceuticals. It showcased insights from leaders in der-
matology, pediatrics, and child psychology.

The exclusive event aimed to give physicians who care for 
children’s physical and mental health a best-practice guide 
to diagnosing, treating, and managing the burden of acne. 
The hour-long webinar was moderated by Hilary Baldwin, MD, 
medical director of the Acne Treatment and Research Center 
in Brooklyn, New York; clinical associate professor of derma-
tology at Rutgers Robert Wood Johnson Medical Center in 
New Brunswick, New Jersey; and past president of the Amer-
ican Acne and Rosacea Society. The expert panel included 
Bernard A. Cohen, MD, a professor of pediatrics and derma-
tology at Johns Hopkins University School of Medicine in Bal-
timore, Maryland, and former director of pediatric dermatolo-
gy and laser programs, who has extensive knowledge of cuta-
neous laser surgery; Raegan Hunt, MD, PhD, division chief, 
pediatric dermatology, Texas Children’s Hospital in Houston, 
Texas, and vice chair for pediatric dermatology and assistant 
professor of dermatology and pediatrics at Baylor College of 
Medicine, both in Houston; and Sasha Jaquez, PhD, an assis-
tant professor in the departments of psychiatry and behav-
ioral sciences and pediatrics at Dell Medical School at The 
University of Texas in Austin.

Their expertise provides the basis for the webinar over-
view featured on this edition’s cover. To watch the full ses-
sion, visit dermatologytimes.com. 

References: 
1  Cotton CH, Elston DM, Grant-Kels JM, Kamath S, Schaffer JV. A spotlight on 

the new JAAD pediatric dermatology collection. J Am Acad Dermatol. 2021 
Oct;85(4):833-834. doi: 10.1016/j.jaad.2021.05.035. Epub 2021 Jun 24. PMID: 
34175130.

2  Federal Interagency Forum on Child and Family Statistics. Pop1 child popula-
tion: number of children (in millions) ages 0–17 in the United States by age, 1950–
2020 and projected 2021–2050. Published September 22, 2021. Accessed Jan-
uary 14, 2022. https://www.childstats.gov/americaschildren/tables/pop1.asp”
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FROM OUR SISTER PUBLICATION, MEDICAL ECONOMICS®

What You Need to Know 
About Mentoring Doctors
BY HEIDI MOAWAD, MD

B eing a mentor to other doctors is one of the responsibilities that you may hold 
at various points in your career. Most doctors have had one or more informal 
mentors, but few have had a prescribed or long-term mentor who has been a 
consistent guide for many years. There has been an increase in formal mento-

ring courses for physicians, and sometimes physician mentoring is structured as a sys-
tematized process.

Many hospitals have adopted programs for physician mentorship, pairing up senior 
physicians with junior-level doctors. And professional physician coaches offer programs 
as well. If you are considering mentoring other physicians, it’s helpful to clarify what type 
of guidance you intend to provide and to communicate your availability to your mentee, 
whether you are participating in a formal program or providing informal guidance.

MAKE SURE YOU ARE UP TO THE TASK 
Mentoring other physicians can feel flattering, but 
it’s best to acknowledge when you aren’t the right 
person to deliver what a potential mentee needs. 
If a young doctor looking to you for guidance is 
highly ambitious, it’s important that they aren’t 
under the impression that you are more success-
ful than you actually are. And if a young doctor is 
looking for moral support, you might be able to 
provide that type of encouragement only if you 
are a deeply confident person yourself.

If you are feeling overwhelmed or intimidated 
in your job as a physician, consider whether it is the 
right time for you to take someone else under your 
wing. As they say on airplanes, put on your own 
oxygen mask before you help someone else with 
theirs. Sometimes bowing out of a responsibility 
that you can’t carry out is the most fair and honest 
thing to do. 

DURATION
Mentoring another doctor can be a pro-
cess that lasts for years, but sometimes it 
isn’t possible to continue mentoring some-
one after they have reached an advanced 
level in their career. You might not be 
equipped to guide someone beyond a par-
ticular goal post that is your niche. After 
they have reached a given point, you may 
become more of a peer than a mentor, and 
you may remain friends for the long term.

FREQUENCY
Another important aspect of setting expectations involves the frequency of your 
meetings. With an informal mentoring process, you might not necessarily feel the 
need to provide a set structure. One drawback of this approach is that the physi-
cian you are mentoring might hesitate to contact you—or could end up contacting 
you more than you would like. Finding a common ground for the frequency and 
formality of your meetings can be helpful.

If you will be checking in and getting updates on their progress, it can be a good 
idea to schedule your next meeting and to agree on the frequency and intervals of your 
meetings. This can help you define your own responsibilities and help the junior phy-
sician understand what they should expect from you.

ESTABLISH THE TYPE OF MENTORING 
Physicians may look to mentors for a variety of needs. For example, you might have 
a skill set or you may have reached a position other doctors would like to achieve. 
It’s important to recognize your own strengths and to use these strengths to pro-
vide guidance in the area you are familiar with.

Defining the goals of the mentoring relationship can be useful to clarify expecta-
tions. If you will spend time guiding a medical student, resident or junior physician, 
you might be happy to do so casually as they navigate their new role. Or you might 
consider it worth the effort only if they will move forward to progress in a specific way. 
Knowing your own style will help you determine what type of mentoring you are capa-
ble of. And if goal setting is important to you as a mentor, then be clear about your 
expectations and provide the junior physician you are mentoring with next steps you 
expect them to take before your next meeting.

Further READING:
Sheri K, Too JYJ, Chuah SEL, Toh YP, Mason S, Radha 
Krishna LK. A scoping review of mentor training programs 
in medicine between 1990 and 2017. Med Educ Online. 
2019;24(1):1555435. doi:10.1080/1087298 1.2018.1555435
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legal eagle

by DAVID J. GOLDBERG, MD, JD

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 Mount Sinai; and adjunct professor of law at Fordham University School of Law, New York, New York.

OSHA, the Needle, and the Fine

The next day, the assistant, not knowing what 
transpired the night before, assumes that the 
materials can simply be thrown in a waste 
receptacle. She lifts the pile, gets stuck by a 
needle, and ultimately develops a serious hep-
atitis B infection. 

The medical assistant leaves Blood’s 
employ and � les a complaint with the Occu-
pational Safety and Health Administration 
(OSHA). She contends that her now former 
employer negligently left the exposed needle 
in a dangerous location, which led to her inju-
ries. Blood contends that had she picked up 
the drape, she would have known to be careful 
with the “sharps” and avoided infection. Who 
is correct?

When Congress passed the OSHA Act of 
1970, the goal was to secure safe conditions 
for all workers. OSHA covers every work-
place that has at least 1 employee and engages 
in a business that a� ects interstate commerce. 
Interstate commerce encompasses anything 
that crosses state lines, whether a person, 
goods, or services, which means that physi-
cians’ o�  ces are a� ected. In addition, OSHA 

speci� cally includes physicians. 
OSHA requires that a covered employer 

comply with speci� c occupational safety and 
health standards applicable to the workplace. 
Employers have a duty to provide a safe work-
ing environment. 

After a claim is � led, an OSHA inspector 
will conduct on on-site investigation and may 
then notify the employer via certi� ed mail if 
a penalty will be imposed. The employer has 
15 days to respond to the charges. If they fail 
to do so during that time, the citation is a � nal 
order and not subject to review by any court 
or agency. 

Penalties are in line with the severity of 
the act. A willful violation that causes an 
employee’s death incurs a criminal � ne of no 
more than $10,000, imprisonment of up to 
6 months, or both. Willful or repeated vio-
lations may incur civil penalties of up to 
$70,000 but not less than $5000 for each vio-
lation, no matter if malice was an issue. Intent 
alone is su�  cient to justify this penalty. A 
second violation results in a � ne of $20,000, 
imprisonment of up to 1 year, or both. 

Both serious and nonserious violations 
may incur civil penalties of up to $7000 each. 
Employers who do not correct violations may 
be � ned up to $7000 for each day that the vio-
lation or failure to correct it persists. 

OSHA developed its bloodborne patho-
gens standard to protect health care and other 
workers in any environment, including med-
ical o�  ces, where there is possible deadly 
exposure to HIV, hepatitis, and other diseases 
that are spread through the bloodstream. This 
standard requires employee training and use 
of personal protective equipment appropriate 
to the task performed, as well as proper labe-
ling. Any o�  ce that disposes of medical waste, 
ranging from blood samples to used adhesive 
bandages, must have a written exposure con-
trol plan that clearly states necessary precau-
tions to protect employees.

Under OSHA regulations, the use of infec-
tion control precautions in the health care set-
ting is required and must follow the same 
universal blood and body � uid precautions 
for infection control recommended by the 
Centers for Disease Control and Prevention 
for hospitals. These regulations include the 
appropriate disposal of contaminated needles 
and sharp instruments through the use of a 
mechanical device or puncture-resistant, labe-
led, or color-coded leakproof containers. 

Blood cannot pass the burden of his negli-
gence to his medical assistant. He is in viola-
tion of OSHA regulations. He will be � ned. 

Like most dermatologists, Dr Blood uses a variety of hypodermic 
needles. After use, they are routinely discarded in the appro-
priate medical waste container. One night, after sending his 
staff home, Blood uses a needle to remove a cyst from an old 
college buddy. Because of the late hour, the physician does 
not clean up his medical waste and needles, confi dent that his 
medical assistant will do so appropriately in the morning.

“ Under OSHA regulations, the use of infection control precautions in 
the health care setting is required and must follow the same universal 
blood and body fl uid precautions for infection control recommended 
by the Centers for Disease Control and Prevention for hospitals.”
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cosmetic conundrums

Cleansing Complexities
by ZOE DIANA DRAELOS, MD

Draelos is an adjunct assistant professor of dermatology at Duke University 
School of Medicine in Durham, North Carolina, and chief medical editor of               
Dermatology Times®.

Q: What are the most common 
cleansing myths?
I will address the 3 most common cleansing 
myths I encounter from patients in my practice.

 MYTH 1:  ABUNDANT FOAM MEANS 
THE CLEANSER IS WORKING BETTER.
Many of the newer mild cleansers designed 
for patients with eczema and atopic derma-
titis do not foam. Patients wrongly assume 
that the cleanser is not working, so they 
apply too much to the skin surface and 
experience worsening dryness. Foaming of 
a cleanser is related to the foaming agents 
added to the formulation, not the adequacy 
of cleansing. As a matter of fact, lipids and 
soils on the skin surface destroy the foam. 
So, the more dirt that is being removed, the 
less the cleanser foams. Abundant foam may 
be an indication that there is little dirt to 
remove from the skin surface.

 MYTH 2:  LIQUID CLEANSERS 
ARE MILDER THAN BAR CLEANSERS.
Liquid and bar cleansers may contain the 
same detergents but in di� erent forms. You 
cannot always assume liquid cleansers are less 
irritating to the skin than bar cleansers.

 MYTH 3:  YOU CANNOT CLEANSE 
AND MOISTURIZE AT THE SAME TIME.
The newer body washes actually allow cleans-
ing and moisturizing with the same product 
application but at di� erent times during the 
cleansing cycle. When the concentration of 
water is low and the concentration of cleanser 
is high during the application of the cleanser, 
cleaning occurs. During rinsing, when the 

concentration of cleanser is low and the con-
centration of water is high, moisturization 
can occur. It is during the rinse phase that 
dimethicone and other oils can be deposited 
on the skin surface. Thus, you cannot mois-
turize and cleanse at the same time, but you 
can cleanse and moisturize as part of the same 
application of depositing body washes.

Q:Why does skin feel 
tight after exiting the shower?
Many people equate this tight feeling with clean-
liness, but it is actually a sensory signal that skin 
barrier damage has occurred. The cleanser can 
damage and denature skin proteins while remov-
ing the intercellular lipids, which decreases skin 
barrier function. This allows increased water 
evaporation from the skin, which initially is per-
ceived as tightness and subsequently as dryness. 
This is why many people must apply a moistur-
izer following bathing—they want to alleviate 
the tight feeling. The tightness resolves when the 
moisturizer reduces transepidermal water loss, 
creating an environment for barrier repair.

Q:Why is the pH of 
cleanser so important?
The pH of cleanser is important in determin-
ing how much damage occurs to the stratum 
corneum during cleansing. High-alkaline pH 
cleansers cause swelling of the stratum corneum, 
allowing penetration of the cleanser into the skin. 
This causes stinging and burning as the cleanser 
damages the skin proteins. Lower-pH-balanced 
cleansers are formulated around pH 5.0 to 5.4, 
which reduces stratum corneum swelling and 
prevents skin barrier damage.

Q:Why do cleansers irritate the skin?
Cleansers of all types cause skin irritation to a 
greater or lesser degree. As mentioned previ-
ously, higher pH cleansers tend to bind more to 
the stratum corneum, causing protein denatur-
ation and allowing increased water binding to 
the stratum corneum. This binding causes stra-
tum corneum swelling, leading to more water 
penetration and skin hyperhydration. This cycle 
continues until the cleanser is rinsed from the 
skin. Therefore, it is very important that patients 
rinse all cleansers completely and thoroughly 
from the skin before leaving the bath or shower.

Q:Can you use bar soap 
to clean your hair?
No, you should not use bar soap to clean your 
hair. You should use shampoo. Why? Bar 
soap does not contain a sequestering agent. A 
sequestering agent binds the minerals found in 
hard water so that soap scum does not form. 
Soap scum is the thick white/gray creamy mate-
rial that may be seen around the edge of the 
bathtub, also known as a bathtub ring, in areas 
of the country that have hard water. This soap 
scum will form on hair, especially individuals 
with long hair, leaving it dull, greasy, and unat-
tractive. It will also form on the scalp creat-
ing irritation, itching, and a condition that can 
resemble seborrheic dermatitis. Men are more 
likely than women to wash their hair with bar 
soap so this irritant contact dermatitis is more 
commonly observed in men. Dermatologists 
should advise all patients to use shampoo to 
clean their hair and not bar soap, even though 
it might be more convenient to use one cleanser 
for all purposes. 

Foaming of a cleanser is related to the foaming agents added to the formulation, not 
the adequacy of cleansing. As a matter of fact, lipids and soils on the skin surface destroy 
the foam. So, the more dirt that is being removed, the less the cleanser foams.”
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THE ONE-OF-A-KIND
TOPICAL JAK INHIBITOR

OPZELURA was studied in 1249 adult and adolescent patients ≥12 years of age in 2 identically designed double-blind, randomized, vehicle-controlled 
trials (TRuE-AD1 and TRuE-AD2). In both studies, patients had an affected BSA of 3%-20% and an IGA score of 2 or 3 on a severity scale of 0-4. Patients 
were randomized to monotherapy with OPZELURA or vehicle BID for 8 weeks.1,2

*With a ≥2-grade improvement from baseline.1
†In TRuE-AD1 and TRuE-AD2, respectively.1,2

‡≥4-point improvement in NRS among patients with a score of ≥4 at baseline.1

BID=twice daily; BSA=body surface area; IGA=lnvestigator's Global Assessment; JAK=Janus kinase; NRS=numeric rating scale.  

Discover the difference at OpzeluraHCP.com

NEW for uncontrolled, mild to moderate atopic dermatitis in 
non-immunocompromised patients aged ≥12 years1

> Clear or almost clear skin (IGA 0/1)* in >50% of patients at week 8
(53.8% vs 15.1% and 51.3% vs 7.6% vehicle†; P<0.0001)1,2

> Meaningful itch relief (Itch NRS4) in >50% of patients at week 8
(52.2% vs 15.4% and 50.7% vs 16.3% vehicle†; P<0.0001)1,2‡

— Itch NRS4 response seen as early as day 3 
(18.4% OPZELURA vs 4.2% vehicle and 13.2% OPZELURA vs 0% vehicle†)3

INDICATION

OPZELURA is indicated for the topical short-term and 
non-continuous chronic treatment of mild to moderate 
atopic dermatitis in non-immunocompromised patients 
12 years of age and older whose disease is not adequately 
controlled with topical prescription therapies or when 
those therapies are not advisable.

Limitation of Use:

Use of OPZELURA in combination with therapeutic 
biologics, other JAK inhibitors or potent 
immunosuppressants such as azathioprine or 
cyclosporine is not recommended.

IMPORTANT SAFETY INFORMATION

SERIOUS INFECTIONS

Patients treated with oral Janus kinase inhibitors for 
inflammatory conditions are at risk for developing 
serious infections that may lead to hospitalization or 
death. Reported infections include:

•  Active tuberculosis, which may present with 
pulmonary or extrapulmonary disease. 

•  Invasive fungal infections, including 
candidiasis and pneumocystosis. 

•  Bacterial, viral, and other infections 
due to opportunistic pathogens.

Avoid use of OPZELURA in patients 
with an active, serious infection, 
including localized infections. 

If a serious infection develops, interrupt OPZELURA 
until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating 
OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development 
of signs and symptoms of infection during and after 
treatment with OPZELURA.

No cases of active tuberculosis (TB) were reported in 
clinical trials with OPZELURA. Cases of active TB were 
reported in clinical trials of oral Janus kinase 
inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active 
TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the 
development of signs and symptoms of TB.

Viral reactivation, including cases of herpes virus 
reactivation (e.g., herpes zoster), were reported in 
clinical trials with Janus kinase inhibitors used to treat 
inflammatory conditions including OPZELURA. If a 
patient develops herpes zoster, consider interrupting 
OPZELURA treatment until the episode resolves.

Please see additional Important Safety Information 
on following page. 

Please see Brief Summary of Full Prescribing 
Information on following pages.
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SERIOUS INFECTIONS (continued)

Hepatitis B viral load (HBV-DNA titer) increases, 
with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, 
have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active 
hepatitis B or hepatitis C.

MORTALITY

Higher rate of all-cause mortality, including sudden 
cardiovascular death, has been observed in patients 
treated with oral Janus kinase inhibitors for 
inflammatory conditions. 

MALIGNANCIES

Lymphoma and other malignancies have been 
observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions. Patients 
who are current or past smokers are at additional 
increased risk. Non-melanoma skin cancers, including 
basal cell and squamous cell carcinoma, have occurred 
in patients treated with OPZELURA. Perform periodic 
skin examinations during OPZELURA treatment and 
following treatment as appropriate.

MAJOR ADVERSE CARDIOVASCULAR EVENTS 
(MACE)

Higher rate of MACE (including cardiovascular 
death, myocardial infarction, and stroke) has been 
observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions. Consider 
the benefits and risks for the individual patient prior 
to initiating or continuing therapy with OPZELURA, 
particularly in patients who are current or past 
smokers and patients with other cardiovascular 
risk factors. Patients should be informed about the 
symptoms of serious cardiovascular events and the 
steps to take if these symptoms occur.

THROMBOSIS

Thrombosis, including deep venous thrombosis, 
pulmonary embolism, and arterial thrombosis has 
been observed in patients treated with oral Janus 
kinase inhibitors for inflammatory conditions.  
Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of 
thrombosis should be promptly evaluated.

Thromboembolic events were observed in clinical 
trials with OPZELURA. There was no clear relationship 
between platelet count elevations and thrombotic 
events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia

Thrombocytopenia, anemia and neutropenia were 
reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients 
who have a known history of these events prior to 
initiating therapy with OPZELURA. Perform CBC 
monitoring as clinically indicated. If signs and/or 
symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should 
discontinue OPZELURA. 

Lipid Elevations

Treatment with oral ruxolitinib has been associated 
with increases in lipid parameters including total 
cholesterol, low-density lipoprotein (LDL) cholesterol, 
and triglycerides. 

Adverse Reactions

The most common adverse reactions (≥1%) are 
nasopharyngitis (3%), diarrhea (1%), bronchitis (1%), ear 
infection (1%), eosinophil count increased (1%), urticaria 
(1%), folliculitis (1%), tonsillitis (1%), and rhinorrhea (1%).

Pregnancy

There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed 
to OPZELURA during pregnancy. Pregnant persons 
exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 
855-4MEDINFO or 855-463-3463.

Lactation

Advise women not to breastfeed during treatment 
with OPZELURA and for four weeks after the last 
dose (approximately 5 elimination half-lives).

Please see Brief Summary of Full Prescribing 
Information on following pages.

References: 1. Opzelura. Prescribing Information. Incyte Corporation; 
2021. 2. Papp K, Szepietowski JC, Kircik L, et al. Efficacy and safety of 
ruxolitinib cream for the treatment of atopic dermatitis: results from 
2 phase 3, randomized, double-blind studies. J Am Acad Dermatol. 
Published online May 3, 2021. doi:10.1016/j.jaad.2021.04.085. 3. Data on 
file. Incyte Corporation. 2021.

IMPORTANT SAFETY INFORMATION for 
OPZELURA™ (ruxolitinib) cream 1.5% (continued)

OPZELURA™ (ruxolitinib) cream, for topical use

Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical short-term 
and non-continuous chronic treatment of mild to moderate atopic dermatitis in 
non-immunocompromised patients 12 years of age and older whose disease is 
not adequately controlled with topical prescription therapies or when those therapies 
are not advisable.

Limitation of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors or potent immunosuppressants such as azathioprine or cyclosporine 
is not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions].  

Reported infections include:

•  Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including candidiasis and pneumocystosis. 
• Bacterial, viral, and other infections due to opportunistic pathogens.

Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. If a serious infection develops, interrupt 
OPZELURA until the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or 
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
Higher rate of all-cause mortality, including sudden cardiovascular death 
have been observed in patients treated with oral Janus kinase inhibitors 
for inflammatory conditions [see Warnings and Precautions].

MALIGNANCIES
Lymphoma and other malignancies have been observed in patients treated 
with Janus kinase inhibitors for inflammatory conditions [see Warnings 
and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
Higher rate of MACE (including cardiovascular death, myocardial infarction, 
and stroke) has been observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions [see Warnings and Precautions].

THROMBOSIS
Thrombosis, including deep venous thrombosis, pulmonary embolism, and 
arterial thrombosis has been observed at an increased incidence in patients 
treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to placebo. Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of thrombosis should be 
promptly evaluated [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 

Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 
initiating OPZELURA in patients: with chronic or recurrent infection; with a history of 
a serious or an opportunistic infection; who have been exposed to tuberculosis; who 
have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or 
with underlying conditions that may predispose them to infection. Closely monitor 
patients for the development of signs and symptoms of infection during and after 
treatment with OPZELURA. Interrupt OPZELURA if a patient develops a serious 
infection, an opportunistic infection, or sepsis. Do not resume OPZELURA until the 
infection is controlled.

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials 
with OPZELURA. Cases of active TB were reported in clinical trials of oral Janus 
kinase inhibitors used to treat inflammatory conditions. Consider evaluating patients 
for latent and active TB infection prior to administration of OPZELURA. During 
OPZELURA use, monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation 
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated 
elevations in alanine aminotransferase and aspartate aminotransferase, have been 
reported in patients with chronic HBV infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active hepatitis B or hepatitis C.

Mortality: A higher rate of all-cause mortality, including sudden cardiovascular 
death was observed in clinical trials of oral Janus kinase inhibitors used to treat 
inflammatory conditions. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral Janus kinase inhibitors used to 
treat inflammatory conditions. Patients who are current or past smokers are at 
additional increased risk. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA, particularly in patients with 
a known malignancy (other than successfully treated non-melanoma skin cancers), 
patients who develop a malignancy, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment 
as appropriate.

Major Adverse Cardiovascular Events (MACE): Major adverse cardiovascular 
events (MACE) defined as cardiovascular death, non-fatal myocardial infarction (MI), 
and non-fatal stroke were observed in clinical trials of Janus kinase inhibitors used 
to treat inflammatory conditions. Consider the benefits and risks for the individual 
patient prior to initiating or continuing therapy with OPZELURA particularly in 
patients who are current or past smokers and patients with other cardiovascular risk 
factors. Patients should be informed about the symptoms of serious cardiovascular 
events and the steps to take if these symptoms occur.

Thrombosis: Thrombosis, including deep venous thrombosis (DVT), pulmonary 
embolism (PE) and arterial thrombosis, has been observed at an increased incidence 
in patients treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to patients treated with placebo. Many of these adverse reactions were 
serious and some resulted in death. Thromboembolic events were observed in 
clinical trials with OPZELURA. There was no clear relationship between platelet 
count elevations and thrombotic events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia: Thrombocytopenia, anemia and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the 
benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically 
indicated. If signs and/or symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not reflect the 
rates observed in practice. In two double-blind, vehicle-controlled clinical trials (Trials 1 
and 2), 499 subjects 12 years of age and older with atopic dermatitis were treated with 
OPZELURA twice daily for 8 weeks. In the OPZELURA group, 62% of subjects were 
females, and 71% of subjects were White, 23% were Black, and 4% were Asian. The 
adverse reactions reported by ≥ 1% of OPZELURA-treated subjects and at a greater 
incidence than in the vehicle arm through week 8 are as follows for OPZELURA 
(N=499) vs Vehicle (N=250), respectively: Subjects with any treatment emergent 
adverse event (TEAE) 132 (27%) vs 83 (33%), Nasopharyngitis 13 (3%) vs 2 (1%),
Bronchitis 4 (1%) vs 0 (0%), Ear infection 4 (1%) vs 0 (0%), Eosinophil count increased
4 (1%) vs 0 (0%), Urticaria 4 (1%) vs 0 (0%), Diarrhea 3 (1%) vs 1 (<1%), Folliculitis 
3 (1%) vs 0 (0%), Tonsillitis 3 (1%) vs 0 (0%), and Rhinorrhea 3 (1%) vs 1 (<1%). 

and other bone measures [e.g., bone mineral content, peripheral quantitative 
computed tomography, and x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When 
administered starting at postnatal day 21 (the equivalent of a human 2-3 years of 
age) at doses of 5 to 60 mg/kg/day, effects on body weight and bone occurred at 
doses ≥ 15 mg/kg/day, which were considered adverse at 60 mg/kg/day. Males were 
more severely affected than females in all age groups, and effects were generally 
more severe when administration was initiated earlier in the postnatal period. These 
findings were observed at systemic exposures that are at least 40% the MRHD 
clinical systemic exposure.

Geriatric Use: Of the 1249 total subjects with atopic dermatitis in clinical trials with 
OPZELURA, 115 were 65 years of age and older. No clinically meaningful differences 
in safety or effectiveness were observed between patients less than 65 years and 
patients 65 years and older.

PATIENT COUNSELING INFORMATION

Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).

Infections: Inform patients that they may be at increased risk for developing 
infections, including serious infections, when taking Janus kinase inhibitors. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of an 
infection. Advise patients that Janus kinase inhibitors increase the risk of herpes 
zoster, and some cases can be serious.

Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they 
have ever had any type of cancer. Inform patients that periodic skin examinations 
should be performed while using OPZELURA. 

Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, 
especially current or past smokers or patients with other cardiovascular risk factors, 
to be alert for the development of signs and symptoms of cardiovascular events.

Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of 
a DVT or PE.

Thrombocytopenia, Anemia and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia or neutropenia [see Warnings and Precautions]. 

Administration Instructions: Advise patients or caregivers that OPZELURA is for 
topical use only [see Dosage and Administration].

Advise patients to limit treatment to 60 grams per week.

Pregnancy: Inform patients to report their pregnancy to Incyte Corporation 
at 1-855-463-3463 [see Use in Specific Populations].

Lactation: Advise a patient not to breastfeed during treatment with OPZELURA 
and for four weeks after the last dose [see Use in Specific Populations].
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Wilmington, DE 19803
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Adverse reactions that occurred in Trials 1 and 2 in < 1% of subjects in the OPZELURA 
group and none in the vehicle group were: neutropenia, allergic conjunctivitis, pyrexia, 
seasonal allergy, herpes zoster, otitis externa, Staphylococcal infection, and 
acneiform dermatitis. 

DRUG INTERACTIONS

Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy

Pregnancy Exposure Registry: There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed to OPZELURA during pregnancy. 
Pregnant persons exposed to OPZELURA and healthcare providers should report 
OPZELURA exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with 
OPZELURA are not sufficient to evaluate a drug-associated risk for major birth 
defects, miscarriage, or other adverse maternal or fetal outcomes. In animal 
reproduction studies, oral administration of ruxolitinib to pregnant rats and rabbits 
during the period of organogenesis resulted in adverse developmental outcomes at 
doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during 
the period of organogenesis, at doses of 15, 30 or 60 mg/kg/day in rats and 10, 30 
or 60 mg/kg/day in rabbits. There were no treatment-related malformations at any 
dose. A decrease in fetal weight of approximately 9% was noted in rats at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic 
exposure approximately 22 times the clinical systemic exposure at the maximum 
recommended human dose (MRHD); the clinical systemic exposure from ruxolitinib 
cream, 1.5% applied twice daily to 25-40% body surface area is used for calculation 
of multiples of human exposure. In rabbits, lower fetal weights of approximately 8% 
and increased late resorptions were noted at the highest and maternally toxic dose 
of 60 mg/kg/day. This dose resulted in systemic exposure approximately 70% the 
MRHD clinical systemic exposure. In a pre-and post-natal development study in rats, 
pregnant animals were dosed with ruxolitinib from implantation through lactation 
at doses up to 30 mg/kg/day. There were no drug-related adverse effects on 
embryofetal survival, postnatal growth, development parameters or offspring 
reproductive function at the highest dose evaluated (3.1 times the MRHD clinical 
systemic exposure).

Lactation

Risk Summary: There are no data on the presence of ruxolitinib in human milk, the 
effects on the breastfed child, or the effects on milk production. Ruxolitinib was 
present in the milk of lactating rats. When a drug is present in animal milk, it is likely 
that the drug will be present in human milk. Because of the serious adverse findings 
in adults, including risks of serious infections, thrombocytopenia, anemia, and 
neutropenia, advise women not to breastfeed during treatment with OPZELURA 
and for approximately four weeks after the last dose (approximately 5 elimination 
half-lives). 

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib 
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were 
collected for up to 24 hours. The AUC for total radioactivity in milk was approximately 
13 times the maternal plasma AUC. Additional analysis showed the presence of 
ruxolitinib and several of its metabolites in milk, all at levels higher than those in 
maternal plasma.

Pediatric Use: The safety and effectiveness of OPZELURA for the topical treatment 
of atopic dermatitis have been established in pediatric patients aged 12 to 17 years 
of age with mild-to-moderate atopic dermatitis. Use of OPZELURA in this age group 
is supported by evidence from Trials 1 and 2 which included 92 subjects aged 12 to 
17 years. No clinically meaningful differences in safety or effectiveness were observed 
between adult and pediatric subjects. The safety and effectiveness of OPZELURA 
in pediatric patients younger than 12 years of age have not been established.

Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats 
resulted in effects on growth and bone measures. When administered starting at 
postnatal day 7 (the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, 
evidence of fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight 

OPZELURA™ (ruxolitinib) cream, for topical use

Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical short-term 
and non-continuous chronic treatment of mild to moderate atopic dermatitis in 
non-immunocompromised patients 12 years of age and older whose disease is 
not adequately controlled with topical prescription therapies or when those therapies 
are not advisable.

Limitation of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors or potent immunosuppressants such as azathioprine or cyclosporine 
is not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions].  

Reported infections include:

•  Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including candidiasis and pneumocystosis. 
• Bacterial, viral, and other infections due to opportunistic pathogens.

Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. If a serious infection develops, interrupt 
OPZELURA until the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or 
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
Higher rate of all-cause mortality, including sudden cardiovascular death 
have been observed in patients treated with oral Janus kinase inhibitors 
for inflammatory conditions [see Warnings and Precautions].

MALIGNANCIES
Lymphoma and other malignancies have been observed in patients treated 
with Janus kinase inhibitors for inflammatory conditions [see Warnings 
and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
Higher rate of MACE (including cardiovascular death, myocardial infarction, 
and stroke) has been observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions [see Warnings and Precautions].

THROMBOSIS
Thrombosis, including deep venous thrombosis, pulmonary embolism, and 
arterial thrombosis has been observed at an increased incidence in patients 
treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to placebo. Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of thrombosis should be 
promptly evaluated [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 

Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 
initiating OPZELURA in patients: with chronic or recurrent infection; with a history of 
a serious or an opportunistic infection; who have been exposed to tuberculosis; who 
have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or 
with underlying conditions that may predispose them to infection. Closely monitor 
patients for the development of signs and symptoms of infection during and after 
treatment with OPZELURA. Interrupt OPZELURA if a patient develops a serious 
infection, an opportunistic infection, or sepsis. Do not resume OPZELURA until the 
infection is controlled.

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials 
with OPZELURA. Cases of active TB were reported in clinical trials of oral Janus 
kinase inhibitors used to treat inflammatory conditions. Consider evaluating patients 
for latent and active TB infection prior to administration of OPZELURA. During 
OPZELURA use, monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation 
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated 
elevations in alanine aminotransferase and aspartate aminotransferase, have been 
reported in patients with chronic HBV infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active hepatitis B or hepatitis C.

Mortality: A higher rate of all-cause mortality, including sudden cardiovascular 
death was observed in clinical trials of oral Janus kinase inhibitors used to treat 
inflammatory conditions. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral Janus kinase inhibitors used to 
treat inflammatory conditions. Patients who are current or past smokers are at 
additional increased risk. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA, particularly in patients with 
a known malignancy (other than successfully treated non-melanoma skin cancers), 
patients who develop a malignancy, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment 
as appropriate.

Major Adverse Cardiovascular Events (MACE): Major adverse cardiovascular 
events (MACE) defined as cardiovascular death, non-fatal myocardial infarction (MI), 
and non-fatal stroke were observed in clinical trials of Janus kinase inhibitors used 
to treat inflammatory conditions. Consider the benefits and risks for the individual 
patient prior to initiating or continuing therapy with OPZELURA particularly in 
patients who are current or past smokers and patients with other cardiovascular risk 
factors. Patients should be informed about the symptoms of serious cardiovascular 
events and the steps to take if these symptoms occur.

Thrombosis: Thrombosis, including deep venous thrombosis (DVT), pulmonary 
embolism (PE) and arterial thrombosis, has been observed at an increased incidence 
in patients treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to patients treated with placebo. Many of these adverse reactions were 
serious and some resulted in death. Thromboembolic events were observed in 
clinical trials with OPZELURA. There was no clear relationship between platelet 
count elevations and thrombotic events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia: Thrombocytopenia, anemia and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the 
benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically 
indicated. If signs and/or symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not reflect the 
rates observed in practice. In two double-blind, vehicle-controlled clinical trials (Trials 1 
and 2), 499 subjects 12 years of age and older with atopic dermatitis were treated with 
OPZELURA twice daily for 8 weeks. In the OPZELURA group, 62% of subjects were 
females, and 71% of subjects were White, 23% were Black, and 4% were Asian. The 
adverse reactions reported by ≥ 1% of OPZELURA-treated subjects and at a greater 
incidence than in the vehicle arm through week 8 are as follows for OPZELURA 
(N=499) vs Vehicle (N=250), respectively: Subjects with any treatment emergent 
adverse event (TEAE) 132 (27%) vs 83 (33%), Nasopharyngitis 13 (3%) vs 2 (1%),
Bronchitis 4 (1%) vs 0 (0%), Ear infection 4 (1%) vs 0 (0%), Eosinophil count increased
4 (1%) vs 0 (0%), Urticaria 4 (1%) vs 0 (0%), Diarrhea 3 (1%) vs 1 (<1%), Folliculitis 
3 (1%) vs 0 (0%), Tonsillitis 3 (1%) vs 0 (0%), and Rhinorrhea 3 (1%) vs 1 (<1%). 

and other bone measures [e.g., bone mineral content, peripheral quantitative 
computed tomography, and x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When 
administered starting at postnatal day 21 (the equivalent of a human 2-3 years of 
age) at doses of 5 to 60 mg/kg/day, effects on body weight and bone occurred at 
doses ≥ 15 mg/kg/day, which were considered adverse at 60 mg/kg/day. Males were 
more severely affected than females in all age groups, and effects were generally 
more severe when administration was initiated earlier in the postnatal period. These 
findings were observed at systemic exposures that are at least 40% the MRHD 
clinical systemic exposure.

Geriatric Use: Of the 1249 total subjects with atopic dermatitis in clinical trials with 
OPZELURA, 115 were 65 years of age and older. No clinically meaningful differences 
in safety or effectiveness were observed between patients less than 65 years and 
patients 65 years and older.

PATIENT COUNSELING INFORMATION

Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).

Infections: Inform patients that they may be at increased risk for developing 
infections, including serious infections, when taking Janus kinase inhibitors. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of an 
infection. Advise patients that Janus kinase inhibitors increase the risk of herpes 
zoster, and some cases can be serious.

Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they 
have ever had any type of cancer. Inform patients that periodic skin examinations 
should be performed while using OPZELURA. 

Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, 
especially current or past smokers or patients with other cardiovascular risk factors, 
to be alert for the development of signs and symptoms of cardiovascular events.

Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of 
a DVT or PE.

Thrombocytopenia, Anemia and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia or neutropenia [see Warnings and Precautions]. 

Administration Instructions: Advise patients or caregivers that OPZELURA is for 
topical use only [see Dosage and Administration].

Advise patients to limit treatment to 60 grams per week.

Pregnancy: Inform patients to report their pregnancy to Incyte Corporation 
at 1-855-463-3463 [see Use in Specific Populations].

Lactation: Advise a patient not to breastfeed during treatment with OPZELURA 
and for four weeks after the last dose [see Use in Specific Populations].
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Adverse reactions that occurred in Trials 1 and 2 in < 1% of subjects in the OPZELURA 
group and none in the vehicle group were: neutropenia, allergic conjunctivitis, pyrexia, 
seasonal allergy, herpes zoster, otitis externa, Staphylococcal infection, and 
acneiform dermatitis. 

DRUG INTERACTIONS

Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy

Pregnancy Exposure Registry: There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed to OPZELURA during pregnancy. 
Pregnant persons exposed to OPZELURA and healthcare providers should report 
OPZELURA exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with 
OPZELURA are not sufficient to evaluate a drug-associated risk for major birth 
defects, miscarriage, or other adverse maternal or fetal outcomes. In animal 
reproduction studies, oral administration of ruxolitinib to pregnant rats and rabbits 
during the period of organogenesis resulted in adverse developmental outcomes at 
doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during 
the period of organogenesis, at doses of 15, 30 or 60 mg/kg/day in rats and 10, 30 
or 60 mg/kg/day in rabbits. There were no treatment-related malformations at any 
dose. A decrease in fetal weight of approximately 9% was noted in rats at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic 
exposure approximately 22 times the clinical systemic exposure at the maximum 
recommended human dose (MRHD); the clinical systemic exposure from ruxolitinib 
cream, 1.5% applied twice daily to 25-40% body surface area is used for calculation 
of multiples of human exposure. In rabbits, lower fetal weights of approximately 8% 
and increased late resorptions were noted at the highest and maternally toxic dose 
of 60 mg/kg/day. This dose resulted in systemic exposure approximately 70% the 
MRHD clinical systemic exposure. In a pre-and post-natal development study in rats, 
pregnant animals were dosed with ruxolitinib from implantation through lactation 
at doses up to 30 mg/kg/day. There were no drug-related adverse effects on 
embryofetal survival, postnatal growth, development parameters or offspring 
reproductive function at the highest dose evaluated (3.1 times the MRHD clinical 
systemic exposure).

Lactation

Risk Summary: There are no data on the presence of ruxolitinib in human milk, the 
effects on the breastfed child, or the effects on milk production. Ruxolitinib was 
present in the milk of lactating rats. When a drug is present in animal milk, it is likely 
that the drug will be present in human milk. Because of the serious adverse findings 
in adults, including risks of serious infections, thrombocytopenia, anemia, and 
neutropenia, advise women not to breastfeed during treatment with OPZELURA 
and for approximately four weeks after the last dose (approximately 5 elimination 
half-lives). 

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib 
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were 
collected for up to 24 hours. The AUC for total radioactivity in milk was approximately 
13 times the maternal plasma AUC. Additional analysis showed the presence of 
ruxolitinib and several of its metabolites in milk, all at levels higher than those in 
maternal plasma.

Pediatric Use: The safety and effectiveness of OPZELURA for the topical treatment 
of atopic dermatitis have been established in pediatric patients aged 12 to 17 years 
of age with mild-to-moderate atopic dermatitis. Use of OPZELURA in this age group 
is supported by evidence from Trials 1 and 2 which included 92 subjects aged 12 to 
17 years. No clinically meaningful differences in safety or effectiveness were observed 
between adult and pediatric subjects. The safety and effectiveness of OPZELURA 
in pediatric patients younger than 12 years of age have not been established.

Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats 
resulted in effects on growth and bone measures. When administered starting at 
postnatal day 7 (the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, 
evidence of fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight 
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SERIOUS INFECTIONS (continued)

Hepatitis B viral load (HBV-DNA titer) increases, 
with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, 
have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active 
hepatitis B or hepatitis C.

MORTALITY

Higher rate of all-cause mortality, including sudden 
cardiovascular death, has been observed in patients 
treated with oral Janus kinase inhibitors for 
inflammatory conditions. 

MALIGNANCIES

Lymphoma and other malignancies have been 
observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions. Patients 
who are current or past smokers are at additional 
increased risk. Non-melanoma skin cancers, including 
basal cell and squamous cell carcinoma, have occurred 
in patients treated with OPZELURA. Perform periodic 
skin examinations during OPZELURA treatment and 
following treatment as appropriate.

MAJOR ADVERSE CARDIOVASCULAR EVENTS 
(MACE)

Higher rate of MACE (including cardiovascular 
death, myocardial infarction, and stroke) has been 
observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions. Consider 
the benefits and risks for the individual patient prior 
to initiating or continuing therapy with OPZELURA, 
particularly in patients who are current or past 
smokers and patients with other cardiovascular 
risk factors. Patients should be informed about the 
symptoms of serious cardiovascular events and the 
steps to take if these symptoms occur.

THROMBOSIS

Thrombosis, including deep venous thrombosis, 
pulmonary embolism, and arterial thrombosis has 
been observed in patients treated with oral Janus 
kinase inhibitors for inflammatory conditions.  
Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of 
thrombosis should be promptly evaluated.

Thromboembolic events were observed in clinical 
trials with OPZELURA. There was no clear relationship 
between platelet count elevations and thrombotic 
events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia

Thrombocytopenia, anemia and neutropenia were 
reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients 
who have a known history of these events prior to 
initiating therapy with OPZELURA. Perform CBC 
monitoring as clinically indicated. If signs and/or 
symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should 
discontinue OPZELURA. 

Lipid Elevations

Treatment with oral ruxolitinib has been associated 
with increases in lipid parameters including total 
cholesterol, low-density lipoprotein (LDL) cholesterol, 
and triglycerides. 

Adverse Reactions

The most common adverse reactions (≥1%) are 
nasopharyngitis (3%), diarrhea (1%), bronchitis (1%), ear 
infection (1%), eosinophil count increased (1%), urticaria 
(1%), folliculitis (1%), tonsillitis (1%), and rhinorrhea (1%).

Pregnancy

There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed 
to OPZELURA during pregnancy. Pregnant persons 
exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 
855-4MEDINFO or 855-463-3463.

Lactation

Advise women not to breastfeed during treatment 
with OPZELURA and for four weeks after the last 
dose (approximately 5 elimination half-lives).

Please see Brief Summary of Full Prescribing 
Information on following pages.

References: 1. Opzelura. Prescribing Information. Incyte Corporation; 
2021. 2. Papp K, Szepietowski JC, Kircik L, et al. Efficacy and safety of 
ruxolitinib cream for the treatment of atopic dermatitis: results from 
2 phase 3, randomized, double-blind studies. J Am Acad Dermatol. 
Published online May 3, 2021. doi:10.1016/j.jaad.2021.04.085. 3. Data on 
file. Incyte Corporation. 2021.

IMPORTANT SAFETY INFORMATION for 
OPZELURA™ (ruxolitinib) cream 1.5% (continued)

OPZELURA™ (ruxolitinib) cream, for topical use

Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical short-term 
and non-continuous chronic treatment of mild to moderate atopic dermatitis in 
non-immunocompromised patients 12 years of age and older whose disease is 
not adequately controlled with topical prescription therapies or when those therapies 
are not advisable.

Limitation of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors or potent immunosuppressants such as azathioprine or cyclosporine 
is not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions].  

Reported infections include:

•  Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including candidiasis and pneumocystosis. 
• Bacterial, viral, and other infections due to opportunistic pathogens.

Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. If a serious infection develops, interrupt 
OPZELURA until the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or 
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
Higher rate of all-cause mortality, including sudden cardiovascular death 
have been observed in patients treated with oral Janus kinase inhibitors 
for inflammatory conditions [see Warnings and Precautions].

MALIGNANCIES
Lymphoma and other malignancies have been observed in patients treated 
with Janus kinase inhibitors for inflammatory conditions [see Warnings 
and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
Higher rate of MACE (including cardiovascular death, myocardial infarction, 
and stroke) has been observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions [see Warnings and Precautions].

THROMBOSIS
Thrombosis, including deep venous thrombosis, pulmonary embolism, and 
arterial thrombosis has been observed at an increased incidence in patients 
treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to placebo. Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of thrombosis should be 
promptly evaluated [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 

Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 
initiating OPZELURA in patients: with chronic or recurrent infection; with a history of 
a serious or an opportunistic infection; who have been exposed to tuberculosis; who 
have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or 
with underlying conditions that may predispose them to infection. Closely monitor 
patients for the development of signs and symptoms of infection during and after 
treatment with OPZELURA. Interrupt OPZELURA if a patient develops a serious 
infection, an opportunistic infection, or sepsis. Do not resume OPZELURA until the 
infection is controlled.

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials 
with OPZELURA. Cases of active TB were reported in clinical trials of oral Janus 
kinase inhibitors used to treat inflammatory conditions. Consider evaluating patients 
for latent and active TB infection prior to administration of OPZELURA. During 
OPZELURA use, monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation 
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated 
elevations in alanine aminotransferase and aspartate aminotransferase, have been 
reported in patients with chronic HBV infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active hepatitis B or hepatitis C.

Mortality: A higher rate of all-cause mortality, including sudden cardiovascular 
death was observed in clinical trials of oral Janus kinase inhibitors used to treat 
inflammatory conditions. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral Janus kinase inhibitors used to 
treat inflammatory conditions. Patients who are current or past smokers are at 
additional increased risk. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA, particularly in patients with 
a known malignancy (other than successfully treated non-melanoma skin cancers), 
patients who develop a malignancy, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment 
as appropriate.

Major Adverse Cardiovascular Events (MACE): Major adverse cardiovascular 
events (MACE) defined as cardiovascular death, non-fatal myocardial infarction (MI), 
and non-fatal stroke were observed in clinical trials of Janus kinase inhibitors used 
to treat inflammatory conditions. Consider the benefits and risks for the individual 
patient prior to initiating or continuing therapy with OPZELURA particularly in 
patients who are current or past smokers and patients with other cardiovascular risk 
factors. Patients should be informed about the symptoms of serious cardiovascular 
events and the steps to take if these symptoms occur.

Thrombosis: Thrombosis, including deep venous thrombosis (DVT), pulmonary 
embolism (PE) and arterial thrombosis, has been observed at an increased incidence 
in patients treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to patients treated with placebo. Many of these adverse reactions were 
serious and some resulted in death. Thromboembolic events were observed in 
clinical trials with OPZELURA. There was no clear relationship between platelet 
count elevations and thrombotic events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia: Thrombocytopenia, anemia and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the 
benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically 
indicated. If signs and/or symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not reflect the 
rates observed in practice. In two double-blind, vehicle-controlled clinical trials (Trials 1 
and 2), 499 subjects 12 years of age and older with atopic dermatitis were treated with 
OPZELURA twice daily for 8 weeks. In the OPZELURA group, 62% of subjects were 
females, and 71% of subjects were White, 23% were Black, and 4% were Asian. The 
adverse reactions reported by ≥ 1% of OPZELURA-treated subjects and at a greater 
incidence than in the vehicle arm through week 8 are as follows for OPZELURA 
(N=499) vs Vehicle (N=250), respectively: Subjects with any treatment emergent 
adverse event (TEAE) 132 (27%) vs 83 (33%), Nasopharyngitis 13 (3%) vs 2 (1%),
Bronchitis 4 (1%) vs 0 (0%), Ear infection 4 (1%) vs 0 (0%), Eosinophil count increased
4 (1%) vs 0 (0%), Urticaria 4 (1%) vs 0 (0%), Diarrhea 3 (1%) vs 1 (<1%), Folliculitis 
3 (1%) vs 0 (0%), Tonsillitis 3 (1%) vs 0 (0%), and Rhinorrhea 3 (1%) vs 1 (<1%). 

and other bone measures [e.g., bone mineral content, peripheral quantitative 
computed tomography, and x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When 
administered starting at postnatal day 21 (the equivalent of a human 2-3 years of 
age) at doses of 5 to 60 mg/kg/day, effects on body weight and bone occurred at 
doses ≥ 15 mg/kg/day, which were considered adverse at 60 mg/kg/day. Males were 
more severely affected than females in all age groups, and effects were generally 
more severe when administration was initiated earlier in the postnatal period. These 
findings were observed at systemic exposures that are at least 40% the MRHD 
clinical systemic exposure.

Geriatric Use: Of the 1249 total subjects with atopic dermatitis in clinical trials with 
OPZELURA, 115 were 65 years of age and older. No clinically meaningful differences 
in safety or effectiveness were observed between patients less than 65 years and 
patients 65 years and older.

PATIENT COUNSELING INFORMATION

Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).

Infections: Inform patients that they may be at increased risk for developing 
infections, including serious infections, when taking Janus kinase inhibitors. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of an 
infection. Advise patients that Janus kinase inhibitors increase the risk of herpes 
zoster, and some cases can be serious.

Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they 
have ever had any type of cancer. Inform patients that periodic skin examinations 
should be performed while using OPZELURA. 

Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, 
especially current or past smokers or patients with other cardiovascular risk factors, 
to be alert for the development of signs and symptoms of cardiovascular events.

Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of 
a DVT or PE.

Thrombocytopenia, Anemia and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia or neutropenia [see Warnings and Precautions]. 

Administration Instructions: Advise patients or caregivers that OPZELURA is for 
topical use only [see Dosage and Administration].

Advise patients to limit treatment to 60 grams per week.

Pregnancy: Inform patients to report their pregnancy to Incyte Corporation 
at 1-855-463-3463 [see Use in Specific Populations].

Lactation: Advise a patient not to breastfeed during treatment with OPZELURA 
and for four weeks after the last dose [see Use in Specific Populations].
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Adverse reactions that occurred in Trials 1 and 2 in < 1% of subjects in the OPZELURA 
group and none in the vehicle group were: neutropenia, allergic conjunctivitis, pyrexia, 
seasonal allergy, herpes zoster, otitis externa, Staphylococcal infection, and 
acneiform dermatitis. 

DRUG INTERACTIONS

Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy

Pregnancy Exposure Registry: There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed to OPZELURA during pregnancy. 
Pregnant persons exposed to OPZELURA and healthcare providers should report 
OPZELURA exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with 
OPZELURA are not sufficient to evaluate a drug-associated risk for major birth 
defects, miscarriage, or other adverse maternal or fetal outcomes. In animal 
reproduction studies, oral administration of ruxolitinib to pregnant rats and rabbits 
during the period of organogenesis resulted in adverse developmental outcomes at 
doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during 
the period of organogenesis, at doses of 15, 30 or 60 mg/kg/day in rats and 10, 30 
or 60 mg/kg/day in rabbits. There were no treatment-related malformations at any 
dose. A decrease in fetal weight of approximately 9% was noted in rats at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic 
exposure approximately 22 times the clinical systemic exposure at the maximum 
recommended human dose (MRHD); the clinical systemic exposure from ruxolitinib 
cream, 1.5% applied twice daily to 25-40% body surface area is used for calculation 
of multiples of human exposure. In rabbits, lower fetal weights of approximately 8% 
and increased late resorptions were noted at the highest and maternally toxic dose 
of 60 mg/kg/day. This dose resulted in systemic exposure approximately 70% the 
MRHD clinical systemic exposure. In a pre-and post-natal development study in rats, 
pregnant animals were dosed with ruxolitinib from implantation through lactation 
at doses up to 30 mg/kg/day. There were no drug-related adverse effects on 
embryofetal survival, postnatal growth, development parameters or offspring 
reproductive function at the highest dose evaluated (3.1 times the MRHD clinical 
systemic exposure).

Lactation

Risk Summary: There are no data on the presence of ruxolitinib in human milk, the 
effects on the breastfed child, or the effects on milk production. Ruxolitinib was 
present in the milk of lactating rats. When a drug is present in animal milk, it is likely 
that the drug will be present in human milk. Because of the serious adverse findings 
in adults, including risks of serious infections, thrombocytopenia, anemia, and 
neutropenia, advise women not to breastfeed during treatment with OPZELURA 
and for approximately four weeks after the last dose (approximately 5 elimination 
half-lives). 

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib 
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were 
collected for up to 24 hours. The AUC for total radioactivity in milk was approximately 
13 times the maternal plasma AUC. Additional analysis showed the presence of 
ruxolitinib and several of its metabolites in milk, all at levels higher than those in 
maternal plasma.

Pediatric Use: The safety and effectiveness of OPZELURA for the topical treatment 
of atopic dermatitis have been established in pediatric patients aged 12 to 17 years 
of age with mild-to-moderate atopic dermatitis. Use of OPZELURA in this age group 
is supported by evidence from Trials 1 and 2 which included 92 subjects aged 12 to 
17 years. No clinically meaningful differences in safety or effectiveness were observed 
between adult and pediatric subjects. The safety and effectiveness of OPZELURA 
in pediatric patients younger than 12 years of age have not been established.

Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats 
resulted in effects on growth and bone measures. When administered starting at 
postnatal day 7 (the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, 
evidence of fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight 

OPZELURA™ (ruxolitinib) cream, for topical use

Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical short-term 
and non-continuous chronic treatment of mild to moderate atopic dermatitis in 
non-immunocompromised patients 12 years of age and older whose disease is 
not adequately controlled with topical prescription therapies or when those therapies 
are not advisable.

Limitation of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors or potent immunosuppressants such as azathioprine or cyclosporine 
is not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions].  

Reported infections include:

•  Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including candidiasis and pneumocystosis. 
• Bacterial, viral, and other infections due to opportunistic pathogens.

Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. If a serious infection develops, interrupt 
OPZELURA until the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or 
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
Higher rate of all-cause mortality, including sudden cardiovascular death 
have been observed in patients treated with oral Janus kinase inhibitors 
for inflammatory conditions [see Warnings and Precautions].

MALIGNANCIES
Lymphoma and other malignancies have been observed in patients treated 
with Janus kinase inhibitors for inflammatory conditions [see Warnings 
and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
Higher rate of MACE (including cardiovascular death, myocardial infarction, 
and stroke) has been observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions [see Warnings and Precautions].

THROMBOSIS
Thrombosis, including deep venous thrombosis, pulmonary embolism, and 
arterial thrombosis has been observed at an increased incidence in patients 
treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to placebo. Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of thrombosis should be 
promptly evaluated [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 

Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 
initiating OPZELURA in patients: with chronic or recurrent infection; with a history of 
a serious or an opportunistic infection; who have been exposed to tuberculosis; who 
have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or 
with underlying conditions that may predispose them to infection. Closely monitor 
patients for the development of signs and symptoms of infection during and after 
treatment with OPZELURA. Interrupt OPZELURA if a patient develops a serious 
infection, an opportunistic infection, or sepsis. Do not resume OPZELURA until the 
infection is controlled.

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials 
with OPZELURA. Cases of active TB were reported in clinical trials of oral Janus 
kinase inhibitors used to treat inflammatory conditions. Consider evaluating patients 
for latent and active TB infection prior to administration of OPZELURA. During 
OPZELURA use, monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation 
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated 
elevations in alanine aminotransferase and aspartate aminotransferase, have been 
reported in patients with chronic HBV infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active hepatitis B or hepatitis C.

Mortality: A higher rate of all-cause mortality, including sudden cardiovascular 
death was observed in clinical trials of oral Janus kinase inhibitors used to treat 
inflammatory conditions. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral Janus kinase inhibitors used to 
treat inflammatory conditions. Patients who are current or past smokers are at 
additional increased risk. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA, particularly in patients with 
a known malignancy (other than successfully treated non-melanoma skin cancers), 
patients who develop a malignancy, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment 
as appropriate.

Major Adverse Cardiovascular Events (MACE): Major adverse cardiovascular 
events (MACE) defined as cardiovascular death, non-fatal myocardial infarction (MI), 
and non-fatal stroke were observed in clinical trials of Janus kinase inhibitors used 
to treat inflammatory conditions. Consider the benefits and risks for the individual 
patient prior to initiating or continuing therapy with OPZELURA particularly in 
patients who are current or past smokers and patients with other cardiovascular risk 
factors. Patients should be informed about the symptoms of serious cardiovascular 
events and the steps to take if these symptoms occur.

Thrombosis: Thrombosis, including deep venous thrombosis (DVT), pulmonary 
embolism (PE) and arterial thrombosis, has been observed at an increased incidence 
in patients treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to patients treated with placebo. Many of these adverse reactions were 
serious and some resulted in death. Thromboembolic events were observed in 
clinical trials with OPZELURA. There was no clear relationship between platelet 
count elevations and thrombotic events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia: Thrombocytopenia, anemia and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the 
benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically 
indicated. If signs and/or symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not reflect the 
rates observed in practice. In two double-blind, vehicle-controlled clinical trials (Trials 1 
and 2), 499 subjects 12 years of age and older with atopic dermatitis were treated with 
OPZELURA twice daily for 8 weeks. In the OPZELURA group, 62% of subjects were 
females, and 71% of subjects were White, 23% were Black, and 4% were Asian. The 
adverse reactions reported by ≥ 1% of OPZELURA-treated subjects and at a greater 
incidence than in the vehicle arm through week 8 are as follows for OPZELURA 
(N=499) vs Vehicle (N=250), respectively: Subjects with any treatment emergent 
adverse event (TEAE) 132 (27%) vs 83 (33%), Nasopharyngitis 13 (3%) vs 2 (1%),
Bronchitis 4 (1%) vs 0 (0%), Ear infection 4 (1%) vs 0 (0%), Eosinophil count increased
4 (1%) vs 0 (0%), Urticaria 4 (1%) vs 0 (0%), Diarrhea 3 (1%) vs 1 (<1%), Folliculitis 
3 (1%) vs 0 (0%), Tonsillitis 3 (1%) vs 0 (0%), and Rhinorrhea 3 (1%) vs 1 (<1%). 

and other bone measures [e.g., bone mineral content, peripheral quantitative 
computed tomography, and x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When 
administered starting at postnatal day 21 (the equivalent of a human 2-3 years of 
age) at doses of 5 to 60 mg/kg/day, effects on body weight and bone occurred at 
doses ≥ 15 mg/kg/day, which were considered adverse at 60 mg/kg/day. Males were 
more severely affected than females in all age groups, and effects were generally 
more severe when administration was initiated earlier in the postnatal period. These 
findings were observed at systemic exposures that are at least 40% the MRHD 
clinical systemic exposure.

Geriatric Use: Of the 1249 total subjects with atopic dermatitis in clinical trials with 
OPZELURA, 115 were 65 years of age and older. No clinically meaningful differences 
in safety or effectiveness were observed between patients less than 65 years and 
patients 65 years and older.

PATIENT COUNSELING INFORMATION

Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).

Infections: Inform patients that they may be at increased risk for developing 
infections, including serious infections, when taking Janus kinase inhibitors. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of an 
infection. Advise patients that Janus kinase inhibitors increase the risk of herpes 
zoster, and some cases can be serious.

Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they 
have ever had any type of cancer. Inform patients that periodic skin examinations 
should be performed while using OPZELURA. 

Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, 
especially current or past smokers or patients with other cardiovascular risk factors, 
to be alert for the development of signs and symptoms of cardiovascular events.

Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of 
a DVT or PE.

Thrombocytopenia, Anemia and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia or neutropenia [see Warnings and Precautions]. 

Administration Instructions: Advise patients or caregivers that OPZELURA is for 
topical use only [see Dosage and Administration].

Advise patients to limit treatment to 60 grams per week.

Pregnancy: Inform patients to report their pregnancy to Incyte Corporation 
at 1-855-463-3463 [see Use in Specific Populations].

Lactation: Advise a patient not to breastfeed during treatment with OPZELURA 
and for four weeks after the last dose [see Use in Specific Populations].
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Adverse reactions that occurred in Trials 1 and 2 in < 1% of subjects in the OPZELURA 
group and none in the vehicle group were: neutropenia, allergic conjunctivitis, pyrexia, 
seasonal allergy, herpes zoster, otitis externa, Staphylococcal infection, and 
acneiform dermatitis. 

DRUG INTERACTIONS

Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy

Pregnancy Exposure Registry: There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed to OPZELURA during pregnancy. 
Pregnant persons exposed to OPZELURA and healthcare providers should report 
OPZELURA exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with 
OPZELURA are not sufficient to evaluate a drug-associated risk for major birth 
defects, miscarriage, or other adverse maternal or fetal outcomes. In animal 
reproduction studies, oral administration of ruxolitinib to pregnant rats and rabbits 
during the period of organogenesis resulted in adverse developmental outcomes at 
doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during 
the period of organogenesis, at doses of 15, 30 or 60 mg/kg/day in rats and 10, 30 
or 60 mg/kg/day in rabbits. There were no treatment-related malformations at any 
dose. A decrease in fetal weight of approximately 9% was noted in rats at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic 
exposure approximately 22 times the clinical systemic exposure at the maximum 
recommended human dose (MRHD); the clinical systemic exposure from ruxolitinib 
cream, 1.5% applied twice daily to 25-40% body surface area is used for calculation 
of multiples of human exposure. In rabbits, lower fetal weights of approximately 8% 
and increased late resorptions were noted at the highest and maternally toxic dose 
of 60 mg/kg/day. This dose resulted in systemic exposure approximately 70% the 
MRHD clinical systemic exposure. In a pre-and post-natal development study in rats, 
pregnant animals were dosed with ruxolitinib from implantation through lactation 
at doses up to 30 mg/kg/day. There were no drug-related adverse effects on 
embryofetal survival, postnatal growth, development parameters or offspring 
reproductive function at the highest dose evaluated (3.1 times the MRHD clinical 
systemic exposure).

Lactation

Risk Summary: There are no data on the presence of ruxolitinib in human milk, the 
effects on the breastfed child, or the effects on milk production. Ruxolitinib was 
present in the milk of lactating rats. When a drug is present in animal milk, it is likely 
that the drug will be present in human milk. Because of the serious adverse findings 
in adults, including risks of serious infections, thrombocytopenia, anemia, and 
neutropenia, advise women not to breastfeed during treatment with OPZELURA 
and for approximately four weeks after the last dose (approximately 5 elimination 
half-lives). 

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib 
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were 
collected for up to 24 hours. The AUC for total radioactivity in milk was approximately 
13 times the maternal plasma AUC. Additional analysis showed the presence of 
ruxolitinib and several of its metabolites in milk, all at levels higher than those in 
maternal plasma.

Pediatric Use: The safety and effectiveness of OPZELURA for the topical treatment 
of atopic dermatitis have been established in pediatric patients aged 12 to 17 years 
of age with mild-to-moderate atopic dermatitis. Use of OPZELURA in this age group 
is supported by evidence from Trials 1 and 2 which included 92 subjects aged 12 to 
17 years. No clinically meaningful differences in safety or effectiveness were observed 
between adult and pediatric subjects. The safety and effectiveness of OPZELURA 
in pediatric patients younger than 12 years of age have not been established.

Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats 
resulted in effects on growth and bone measures. When administered starting at 
postnatal day 7 (the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, 
evidence of fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight 
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Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical short-term  
and non-continuous chronic treatment of mild to moderate atopic dermatitis in 
non-immunocompromised patients 12 years of age and older whose disease is  
not adequately controlled with topical prescription therapies or when those therapies  
are not advisable.

Limitation of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors or potent immunosuppressants such as azathioprine or cyclosporine  
is not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions].  

Reported infections include:

•   Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including candidiasis and pneumocystosis. 
• Bacterial, viral, and other infections due to opportunistic pathogens.

Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. If a serious infection develops, interrupt 
OPZELURA until the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or  
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
Higher rate of all-cause mortality, including sudden cardiovascular death 
have been observed in patients treated with oral Janus kinase inhibitors  
for inflammatory conditions [see Warnings and Precautions].

MALIGNANCIES
Lymphoma and other malignancies have been observed in patients treated 
with Janus kinase inhibitors for inflammatory conditions [see Warnings  
and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
Higher rate of MACE (including cardiovascular death, myocardial infarction, 
and stroke) has been observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions [see Warnings and Precautions].

THROMBOSIS
Thrombosis, including deep venous thrombosis, pulmonary embolism, and 
arterial thrombosis has been observed at an increased incidence in patients 
treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to placebo. Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of thrombosis should be 
promptly evaluated [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 

Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 
initiating OPZELURA in patients: with chronic or recurrent infection; with a history of 
a serious or an opportunistic infection; who have been exposed to tuberculosis; who 
have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or 
with underlying conditions that may predispose them to infection. Closely monitor 
patients for the development of signs and symptoms of infection during and after 
treatment with OPZELURA. Interrupt OPZELURA if a patient develops a serious 
infection, an opportunistic infection, or sepsis. Do not resume OPZELURA until the 
infection is controlled. 

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials  
with OPZELURA. Cases of active TB were reported in clinical trials of oral Janus 
kinase inhibitors used to treat inflammatory conditions. Consider evaluating patients 
for latent and active TB infection prior to administration of OPZELURA. During 
OPZELURA use, monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation  
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated 
elevations in alanine aminotransferase and aspartate aminotransferase, have been 
reported in patients with chronic HBV infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active hepatitis B or hepatitis C.

Mortality: A higher rate of all-cause mortality, including sudden cardiovascular 
death was observed in clinical trials of oral Janus kinase inhibitors used to treat 
inflammatory conditions. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral Janus kinase inhibitors used to 
treat inflammatory conditions. Patients who are current or past smokers are at 
additional increased risk. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA, particularly in patients with 
a known malignancy (other than successfully treated non-melanoma skin cancers), 
patients who develop a malignancy, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment  
as appropriate.

Major Adverse Cardiovascular Events (MACE): Major adverse cardiovascular 
events (MACE) defined as cardiovascular death, non-fatal myocardial infarction (MI), 
and non-fatal stroke were observed in clinical trials of Janus kinase inhibitors used 
to treat inflammatory conditions. Consider the benefits and risks for the individual 
patient prior to initiating or continuing therapy with OPZELURA particularly in 
patients who are current or past smokers and patients with other cardiovascular risk 
factors. Patients should be informed about the symptoms of serious cardiovascular 
events and the steps to take if these symptoms occur.

Thrombosis: Thrombosis, including deep venous thrombosis (DVT), pulmonary 
embolism (PE) and arterial thrombosis, has been observed at an increased incidence 
in patients treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to patients treated with placebo. Many of these adverse reactions were 
serious and some resulted in death. Thromboembolic events were observed in 
clinical trials with OPZELURA. There was no clear relationship between platelet 
count elevations and thrombotic events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia: Thrombocytopenia, anemia and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the 
benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically 
indicated. If signs and/or symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not reflect the 
rates observed in practice. In two double-blind, vehicle-controlled clinical trials (Trials 1 
and 2), 499 subjects 12 years of age and older with atopic dermatitis were treated with 
OPZELURA twice daily for 8 weeks. In the OPZELURA group, 62% of subjects were 
females, and 71% of subjects were White, 23% were Black, and 4% were Asian. The 
adverse reactions reported by ≥ 1% of OPZELURA-treated subjects and at a greater 
incidence than in the vehicle arm through week 8 are as follows for OPZELURA 
(N=499) vs Vehicle (N=250), respectively: Subjects with any treatment emergent 
adverse event (TEAE) 132 (27%) vs 83 (33%), Nasopharyngitis 13 (3%) vs 2 (1%), 
Bronchitis 4 (1%) vs 0 (0%), Ear infection 4 (1%) vs 0 (0%), Eosinophil count increased  
4 (1%) vs 0 (0%), Urticaria 4 (1%) vs 0 (0%), Diarrhea 3 (1%) vs 1 (<1%), Folliculitis  
3 (1%) vs 0 (0%), Tonsillitis 3 (1%) vs 0 (0%), and Rhinorrhea 3 (1%) vs 1 (<1%). 

and other bone measures [e.g., bone mineral content, peripheral quantitative 
computed tomography, and x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When 
administered starting at postnatal day 21 (the equivalent of a human 2-3 years of 
age) at doses of 5 to 60 mg/kg/day, effects on body weight and bone occurred at 
doses ≥ 15 mg/kg/day, which were considered adverse at 60 mg/kg/day. Males were 
more severely affected than females in all age groups, and effects were generally 
more severe when administration was initiated earlier in the postnatal period. These 
findings were observed at systemic exposures that are at least 40% the MRHD 
clinical systemic exposure.

Geriatric Use: Of the 1249 total subjects with atopic dermatitis in clinical trials with 
OPZELURA, 115 were 65 years of age and older. No clinically meaningful differences 
in safety or effectiveness were observed between patients less than 65 years and 
patients 65 years and older.

PATIENT COUNSELING INFORMATION

Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).

Infections: Inform patients that they may be at increased risk for developing 
infections, including serious infections, when taking Janus kinase inhibitors. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of an 
infection. Advise patients that Janus kinase inhibitors increase the risk of herpes 
zoster, and some cases can be serious.

Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they 
have ever had any type of cancer. Inform patients that periodic skin examinations 
should be performed while using OPZELURA. 

Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, 
especially current or past smokers or patients with other cardiovascular risk factors, 
to be alert for the development of signs and symptoms of cardiovascular events.

Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of  
a DVT or PE.

Thrombocytopenia, Anemia and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia or neutropenia [see Warnings and Precautions]. 

Administration Instructions: Advise patients or caregivers that OPZELURA is for 
topical use only [see Dosage and Administration].

Advise patients to limit treatment to 60 grams per week.

Pregnancy: Inform patients to report their pregnancy to Incyte Corporation  
at 1-855-463-3463 [see Use in Specific Populations].

Lactation: Advise a patient not to breastfeed during treatment with OPZELURA  
and for four weeks after the last dose [see Use in Specific Populations].
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Adverse reactions that occurred in Trials 1 and 2 in < 1% of subjects in the OPZELURA 
group and none in the vehicle group were: neutropenia, allergic conjunctivitis, pyrexia, 
seasonal allergy, herpes zoster, otitis externa, Staphylococcal infection, and  
acneiform dermatitis. 

DRUG INTERACTIONS 

Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4  
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy 

Pregnancy Exposure Registry: There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed to OPZELURA during pregnancy. 
Pregnant persons exposed to OPZELURA and healthcare providers should report 
OPZELURA exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with 
OPZELURA are not sufficient to evaluate a drug-associated risk for major birth 
defects, miscarriage, or other adverse maternal or fetal outcomes. In animal 
reproduction studies, oral administration of ruxolitinib to pregnant rats and rabbits 
during the period of organogenesis resulted in adverse developmental outcomes at 
doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during 
the period of organogenesis, at doses of 15, 30 or 60 mg/kg/day in rats and 10, 30 
or 60 mg/kg/day in rabbits. There were no treatment-related malformations at any 
dose. A decrease in fetal weight of approximately 9% was noted in rats at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic 
exposure approximately 22 times the clinical systemic exposure at the maximum 
recommended human dose (MRHD); the clinical systemic exposure from ruxolitinib 
cream, 1.5% applied twice daily to 25-40% body surface area is used for calculation 
of multiples of human exposure. In rabbits, lower fetal weights of approximately 8% 
and increased late resorptions were noted at the highest and maternally toxic dose  
of 60 mg/kg/day. This dose resulted in systemic exposure approximately 70% the 
MRHD clinical systemic exposure. In a pre-and post-natal development study in rats, 
pregnant animals were dosed with ruxolitinib from implantation through lactation  
at doses up to 30 mg/kg/day. There were no drug-related adverse effects on 
embryofetal survival, postnatal growth, development parameters or offspring 
reproductive function at the highest dose evaluated (3.1 times the MRHD clinical 
systemic exposure).

Lactation

Risk Summary: There are no data on the presence of ruxolitinib in human milk, the 
effects on the breastfed child, or the effects on milk production. Ruxolitinib was 
present in the milk of lactating rats. When a drug is present in animal milk, it is likely 
that the drug will be present in human milk. Because of the serious adverse findings 
in adults, including risks of serious infections, thrombocytopenia, anemia, and 
neutropenia, advise women not to breastfeed during treatment with OPZELURA  
and for approximately four weeks after the last dose (approximately 5 elimination 
half-lives). 

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib  
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were 
collected for up to 24 hours. The AUC for total radioactivity in milk was approximately 
13 times the maternal plasma AUC. Additional analysis showed the presence of 
ruxolitinib and several of its metabolites in milk, all at levels higher than those in 
maternal plasma.

Pediatric Use: The safety and effectiveness of OPZELURA for the topical treatment  
of atopic dermatitis have been established in pediatric patients aged 12 to 17 years  
of age with mild-to-moderate atopic dermatitis. Use of OPZELURA in this age group  
is supported by evidence from Trials 1 and 2 which included 92 subjects aged 12 to  
17 years. No clinically meaningful differences in safety or effectiveness were observed 
between adult and pediatric subjects. The safety and effectiveness of OPZELURA  
in pediatric patients younger than 12 years of age have not been established.

Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats 
resulted in effects on growth and bone measures. When administered starting at 
postnatal day 7 (the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, 
evidence of fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight 
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and non-continuous chronic treatment of mild to moderate atopic dermatitis in 
non-immunocompromised patients 12 years of age and older whose disease is  
not adequately controlled with topical prescription therapies or when those therapies  
are not advisable.

Limitation of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors or potent immunosuppressants such as azathioprine or cyclosporine  
is not recommended.
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SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions].  

Reported infections include:

•   Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including candidiasis and pneumocystosis. 
• Bacterial, viral, and other infections due to opportunistic pathogens.

Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. If a serious infection develops, interrupt 
OPZELURA until the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or  
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
Higher rate of all-cause mortality, including sudden cardiovascular death 
have been observed in patients treated with oral Janus kinase inhibitors  
for inflammatory conditions [see Warnings and Precautions].

MALIGNANCIES
Lymphoma and other malignancies have been observed in patients treated 
with Janus kinase inhibitors for inflammatory conditions [see Warnings  
and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
Higher rate of MACE (including cardiovascular death, myocardial infarction, 
and stroke) has been observed in patients treated with Janus kinase 
inhibitors for inflammatory conditions [see Warnings and Precautions].

THROMBOSIS
Thrombosis, including deep venous thrombosis, pulmonary embolism, and 
arterial thrombosis has been observed at an increased incidence in patients 
treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to placebo. Many of these adverse reactions were serious and 
some resulted in death. Patients with symptoms of thrombosis should be 
promptly evaluated [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 

Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 
initiating OPZELURA in patients: with chronic or recurrent infection; with a history of 
a serious or an opportunistic infection; who have been exposed to tuberculosis; who 
have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or 
with underlying conditions that may predispose them to infection. Closely monitor 
patients for the development of signs and symptoms of infection during and after 
treatment with OPZELURA. Interrupt OPZELURA if a patient develops a serious 
infection, an opportunistic infection, or sepsis. Do not resume OPZELURA until the 
infection is controlled. 

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials  
with OPZELURA. Cases of active TB were reported in clinical trials of oral Janus 
kinase inhibitors used to treat inflammatory conditions. Consider evaluating patients 
for latent and active TB infection prior to administration of OPZELURA. During 
OPZELURA use, monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation  
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated 
elevations in alanine aminotransferase and aspartate aminotransferase, have been 
reported in patients with chronic HBV infections taking oral ruxolitinib. OPZELURA 
initiation is not recommended in patients with active hepatitis B or hepatitis C.

Mortality: A higher rate of all-cause mortality, including sudden cardiovascular 
death was observed in clinical trials of oral Janus kinase inhibitors used to treat 
inflammatory conditions. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral Janus kinase inhibitors used to 
treat inflammatory conditions. Patients who are current or past smokers are at 
additional increased risk. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA, particularly in patients with 
a known malignancy (other than successfully treated non-melanoma skin cancers), 
patients who develop a malignancy, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment  
as appropriate.

Major Adverse Cardiovascular Events (MACE): Major adverse cardiovascular 
events (MACE) defined as cardiovascular death, non-fatal myocardial infarction (MI), 
and non-fatal stroke were observed in clinical trials of Janus kinase inhibitors used 
to treat inflammatory conditions. Consider the benefits and risks for the individual 
patient prior to initiating or continuing therapy with OPZELURA particularly in 
patients who are current or past smokers and patients with other cardiovascular risk 
factors. Patients should be informed about the symptoms of serious cardiovascular 
events and the steps to take if these symptoms occur.

Thrombosis: Thrombosis, including deep venous thrombosis (DVT), pulmonary 
embolism (PE) and arterial thrombosis, has been observed at an increased incidence 
in patients treated with oral Janus kinase inhibitors for inflammatory conditions 
compared to patients treated with placebo. Many of these adverse reactions were 
serious and some resulted in death. Thromboembolic events were observed in 
clinical trials with OPZELURA. There was no clear relationship between platelet 
count elevations and thrombotic events. OPZELURA should be used with caution in 
patients who may be at increased risk of thrombosis. 

Thrombocytopenia, Anemia and Neutropenia: Thrombocytopenia, anemia and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the 
benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically 
indicated. If signs and/or symptoms of clinically significant thrombocytopenia, 
anemia, and neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS

Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not reflect the 
rates observed in practice. In two double-blind, vehicle-controlled clinical trials (Trials 1 
and 2), 499 subjects 12 years of age and older with atopic dermatitis were treated with 
OPZELURA twice daily for 8 weeks. In the OPZELURA group, 62% of subjects were 
females, and 71% of subjects were White, 23% were Black, and 4% were Asian. The 
adverse reactions reported by ≥ 1% of OPZELURA-treated subjects and at a greater 
incidence than in the vehicle arm through week 8 are as follows for OPZELURA 
(N=499) vs Vehicle (N=250), respectively: Subjects with any treatment emergent 
adverse event (TEAE) 132 (27%) vs 83 (33%), Nasopharyngitis 13 (3%) vs 2 (1%), 
Bronchitis 4 (1%) vs 0 (0%), Ear infection 4 (1%) vs 0 (0%), Eosinophil count increased  
4 (1%) vs 0 (0%), Urticaria 4 (1%) vs 0 (0%), Diarrhea 3 (1%) vs 1 (<1%), Folliculitis  
3 (1%) vs 0 (0%), Tonsillitis 3 (1%) vs 0 (0%), and Rhinorrhea 3 (1%) vs 1 (<1%). 

and other bone measures [e.g., bone mineral content, peripheral quantitative 
computed tomography, and x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When 
administered starting at postnatal day 21 (the equivalent of a human 2-3 years of 
age) at doses of 5 to 60 mg/kg/day, effects on body weight and bone occurred at 
doses ≥ 15 mg/kg/day, which were considered adverse at 60 mg/kg/day. Males were 
more severely affected than females in all age groups, and effects were generally 
more severe when administration was initiated earlier in the postnatal period. These 
findings were observed at systemic exposures that are at least 40% the MRHD 
clinical systemic exposure.

Geriatric Use: Of the 1249 total subjects with atopic dermatitis in clinical trials with 
OPZELURA, 115 were 65 years of age and older. No clinically meaningful differences 
in safety or effectiveness were observed between patients less than 65 years and 
patients 65 years and older.

PATIENT COUNSELING INFORMATION

Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).

Infections: Inform patients that they may be at increased risk for developing 
infections, including serious infections, when taking Janus kinase inhibitors. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of an 
infection. Advise patients that Janus kinase inhibitors increase the risk of herpes 
zoster, and some cases can be serious.

Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they 
have ever had any type of cancer. Inform patients that periodic skin examinations 
should be performed while using OPZELURA. 

Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, 
especially current or past smokers or patients with other cardiovascular risk factors, 
to be alert for the development of signs and symptoms of cardiovascular events.

Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct 
patients to tell their healthcare provider if they develop any signs or symptoms of  
a DVT or PE.

Thrombocytopenia, Anemia and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia or neutropenia [see Warnings and Precautions]. 

Administration Instructions: Advise patients or caregivers that OPZELURA is for 
topical use only [see Dosage and Administration].

Advise patients to limit treatment to 60 grams per week.

Pregnancy: Inform patients to report their pregnancy to Incyte Corporation  
at 1-855-463-3463 [see Use in Specific Populations].

Lactation: Advise a patient not to breastfeed during treatment with OPZELURA  
and for four weeks after the last dose [see Use in Specific Populations].
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Adverse reactions that occurred in Trials 1 and 2 in < 1% of subjects in the OPZELURA 
group and none in the vehicle group were: neutropenia, allergic conjunctivitis, pyrexia, 
seasonal allergy, herpes zoster, otitis externa, Staphylococcal infection, and  
acneiform dermatitis. 

DRUG INTERACTIONS 

Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4  
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 
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inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy 

Pregnancy Exposure Registry: There will be a pregnancy registry that monitors 
pregnancy outcomes in pregnant persons exposed to OPZELURA during pregnancy. 
Pregnant persons exposed to OPZELURA and healthcare providers should report 
OPZELURA exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with 
OPZELURA are not sufficient to evaluate a drug-associated risk for major birth 
defects, miscarriage, or other adverse maternal or fetal outcomes. In animal 
reproduction studies, oral administration of ruxolitinib to pregnant rats and rabbits 
during the period of organogenesis resulted in adverse developmental outcomes at 
doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during 
the period of organogenesis, at doses of 15, 30 or 60 mg/kg/day in rats and 10, 30 
or 60 mg/kg/day in rabbits. There were no treatment-related malformations at any 
dose. A decrease in fetal weight of approximately 9% was noted in rats at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic 
exposure approximately 22 times the clinical systemic exposure at the maximum 
recommended human dose (MRHD); the clinical systemic exposure from ruxolitinib 
cream, 1.5% applied twice daily to 25-40% body surface area is used for calculation 
of multiples of human exposure. In rabbits, lower fetal weights of approximately 8% 
and increased late resorptions were noted at the highest and maternally toxic dose  
of 60 mg/kg/day. This dose resulted in systemic exposure approximately 70% the 
MRHD clinical systemic exposure. In a pre-and post-natal development study in rats, 
pregnant animals were dosed with ruxolitinib from implantation through lactation  
at doses up to 30 mg/kg/day. There were no drug-related adverse effects on 
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Risk Summary: There are no data on the presence of ruxolitinib in human milk, the 
effects on the breastfed child, or the effects on milk production. Ruxolitinib was 
present in the milk of lactating rats. When a drug is present in animal milk, it is likely 
that the drug will be present in human milk. Because of the serious adverse findings 
in adults, including risks of serious infections, thrombocytopenia, anemia, and 
neutropenia, advise women not to breastfeed during treatment with OPZELURA  
and for approximately four weeks after the last dose (approximately 5 elimination 
half-lives). 

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib  
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were 
collected for up to 24 hours. The AUC for total radioactivity in milk was approximately 
13 times the maternal plasma AUC. Additional analysis showed the presence of 
ruxolitinib and several of its metabolites in milk, all at levels higher than those in 
maternal plasma.

Pediatric Use: The safety and effectiveness of OPZELURA for the topical treatment  
of atopic dermatitis have been established in pediatric patients aged 12 to 17 years  
of age with mild-to-moderate atopic dermatitis. Use of OPZELURA in this age group  
is supported by evidence from Trials 1 and 2 which included 92 subjects aged 12 to  
17 years. No clinically meaningful differences in safety or effectiveness were observed 
between adult and pediatric subjects. The safety and effectiveness of OPZELURA  
in pediatric patients younger than 12 years of age have not been established.

Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats 
resulted in effects on growth and bone measures. When administered starting at 
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evidence of fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight 
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Legal and Tax Options 
for a Practice’s Structure

by DAVID B. MANDELL, JD, MBA; AND CAROLE C. FOOS

Mandell is an attorney and founder of the wealth management � rm OJM Group in Cincinnati, Ohio, 
where Carole Foos, CPA, is a partner and tax consultant.

B oth legal and tax factors come into 
play when deciding on the best 
corporate structure for a dermatol-
ogy practice. This article provides 

a high-level overview of the choices avail-
able, from the perspectives of both an attor-
ney and a tax accountant.  

CHOICE OF LEGAL ENTITY
Before determining the ideal legal entity for a 
dermatology practice, one must � rst under-
stand inside risks vs outside risks. 

Inside risks are threats that a practice 
faces because of its activity, such as a lawsuit 
against the practice by its patients for mal-
practice or by its employees for wrongful ter-
mination. No legal entity can shield the prac-
tice and its assets from these inside claims—
that is why insurance is so important.

Outside risks, on the other hand, are 
potential claims against the interests of the 
owner(s) of the practice itself. For exam-
ple, an outside claim might be a success-
ful car accident lawsuit against a dermatolo-
gist in which the plainti�  now wants to get to 
the practice’s assets or cash � ow to satisfy the 
judgment decided by the court.  

For outside risks, a limited liability com-
pany (LLC) is superior to a corporation 
because corporation stock is vulnerable to 
outside claims. In other words, a plainti�  
with a successful lawsuit against the owner of 
a corporation can come after that corporate 
stock. Worse, depending on the ownership 
percentage, the plainti�  may be able to gain 
access to all the assets of the corporation sim-
ply by taking the stock.  

However, as discussed in more depth in 
our books, LLC ownership interests are not 

in a position to outside claims if the LLC is 
properly structured and maintained. LLCs 
are generally shielded by the charging order 
rules and do not allow the level of vulnera-
bility to outside claims that corporations do. 
Therefore, attorneys today typically recom-
mend LLCs over corporations.

Although a corporation is generally not 
recommended with a medical practice, this 
may not pose much of a concern because of 
licensure restrictions. In other words, local 
law may allow only a licensed physician 
to own a medical practice. Thus, in many 

states, a nondoctor cannot own the corpora-
tion stock even if awarded it in a lawsuit. In 
some states, these protections also apply to 
ancillaries, such as surgery centers and med-
ical spas. The key is to con� rm with local 

counsel. In general, from a protection per-
spective, LLCs are preferred over corpora-
tions in all states. 

CHOICE OF TAX TREATMENT
Before getting into the speci� cs on tax treat-
ment options, it is essential to explain that 
choosing a corporation as a legal entity 
involves 2 options—taxation as an S corpora-
tion or as a C corporation. Choosing an LLC 
adds a third option: either disregarded tax 
treatment for solely owned LLCs or partner-
ship tax treatment for multiowner LLCs. 

C CORPORATIONS
When a C corporation earns a pro� t, it must 
pay tax at the corporate level. Compensation 
paid to physicians or executives, as long as it 
is reasonable, is deductible by the corpora-

A plaintiff with a successful lawsuit against the owner of a 
corporation can come after that corporate stock. Even worse, 
depending on the ownership percentage, the plaintiff may be 
able to gain access to all the assets of the corporation simply 
by taking the stock.”
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tion on its tax return and is therefore not tax-
able to the corporation. The owner’s salary 
is taxable to the owner as wages. After the C 
corporation pays taxes, distributions of earn-
ings already taxed at the corporate level can 
be paid to the physician owners in the form 
of dividends. These are generally taxed to 
the owners as qualified dividends, creat-
ing double taxation of these earnings. Qual-
ified dividends are currently taxed at long-
term capital gains rates—15% for persons not 
in the highest tax bracket and 20% for those 
in the highest individual income tax bracket. 
Therefore, a C corporation owner will pay 
21% corporate tax on the practice’s net prof-
its plus either 15% or 20% tax on the divi-
dends distributed by the corporation, result-
ing in up to 41% federal tax on profits. Both 
corporate and capital gains tax rates could 
change under the proposed tax legislation.

S CORPORATIONS
An S corporation also must file a separate tax 
return but is a pass-through entity: Rather 
than being taxed at the corporate level, all 
income and deductions pass through to the 
shareholders, who must pay tax on any S cor-
poration income at their individual rates. 
Whether an S corporation’s income is paid 
to the physician owners as salary or distri-
butions does not affect the federal or state 
income tax rates. However, currently, owner 
wages are subject to both Social Security 
and Medicare taxes, whereas distributions 
of profits are not. There is never any tax to 
the corporation; therefore, there is no dou-
ble taxation.

When an S corporation owner provides 
services to the entity—such as a physician 
owner practicing medicine—the owner must 
be paid reasonable compensation in the form 
of W-2 wages. These wages are a deductible 
expense for the corporation and are also tax-
able on the owner’s tax return at their indi-
vidual income tax rate.

DISREGARDED ENTITY OR PARTNERSHIP 
TAX TREATMENT FOR LLCS
In addition, a person who owns 100% of an 
LLC can choose to have it taxed as a dis-
regarded entity. With this election, the 
LLC will not file its own tax return, and all 

reporting of income goes on a schedule of 
the owner’s personal return. The signifi-
cant benefit here involves saving the cost of 
filing a tax return; the negative is that the 
entity cannot take advantage of the benefits 
of either S or C corporation tax treatments, 
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GPP is a neutrophilic skin disease characterized by widespread eruptions of 
sterile pustules and erythematous skin that can occur with or without systemic 
inflammation.1-3

It is a debilitating disease distinct from plaque psoriasis (PsO), and the IL-36 pathway 
plays a key role in its pathogenesis.2-6

Scan the QR code for a quiz
to test your knowledge of GPP

Learn more about the IL-36 pathway and the differences 
between GPP and PsO2,3 at TalkGPP.com

1. Strober B, Kotowsky N, Medeiros R, et al. Unmet medical needs in the treatment and management of generalized pustular psoriasis 
flares: evidence from a survey of Corrona registry dermatologists. Dermatol Ther (Heidelb). 2021;11(2):529-541. doi:10.1007/s13555-021-00493-0.  
2. Navarini AA, Burden AD, Capon F, et al; for the ERASPEN Network. European consensus statement on phenotypes of pustular psoriasis.  
J Eur Acad Dermatol Venereol. 2017;31(11):1792-1799. doi:10.1111/jdv.14386. 3. Benjegerdes KE, Hyde K, Kivelevitch D, Mansouri B. Pustular psoriasis: 
pathophysiology and current treatment perspectives. Psoriasis (Auckl). 2016;6:131-144. doi:10.2147/PTT.S98954. 4. Kharawala S, Golembesky AK, 
Bohn RL, Esser D. The clinical, humanistic, and economic burden of generalized pustular psoriasis: a structured review. Expert Rev Clin Immunol. 
2020;16(3):239-252. doi:10.1080/1744666X.2019.1708193. 5. Gooderham MJ, Van Voorhees AS, Lebwohl MG. An update on generalized pustular 
psoriasis. Expert Rev Clin Immunol. 2019;15(9):907-919. doi:10.1080/1744666X.2019.1648209. 6. Johnston A, Xing X, Wolterink L, et al. IL-1 and IL-36 are 
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described above, and all net income is sub-
ject to self-employment tax.

Multiple owners of an LLC can choose to 
be taxed as a partnership. Like the S corpora-
tion, a partnership is a � ow-through entity—it 
will not pay any tax, but all losses/income will 

� ow through to its owners. The 1 signi� cant 
bene� t of partnerships is that they can make 
distributions that are not pro rata based on 
ownership—as long as this is allowed by the 
LLC operating agreement—whereas S corpo-
ration distributions must be pro rata. 

CONCLUSION
Choosing the type of legal and tax structure 
to employ for a practice is an important deci-
sion. This overview is not meant to provide 
a comprehensive analysis of options or plan-
ning considerations, but it does o� er some 
basic working knowledge for dermatologists. 
To make the best decision for your prac-
tice, become more educated and work with a 
trusted, experienced adviser. 

Disclosure: 
OJM Group, LLC (OJM), is a US Securities and Exchange Commission (SEC)–
reg- istered investment adviser with its principal place of practice in the state of 
Ohio. SEC registration does not constitute an endorsement of OJM by the SEC 
nor does it indicate that OJM has attained a particular level of skill or ability. OJM 
and its repre- sentatives are in compliance with the current notice fi ling and reg-
istration require- ments imposed upon registered investment advisers by those 
states in which OJM maintains clients. OJM may only transact practice in those 
states in which it is reg- istered or qualifi es for an exemption or exclusion from 
registration requirements. For information pertaining to the registration sta-
tus of OJM, please contact OJM or refer to the Investment Adviser Public Disclo-
sure website (www.adviserinfo.sec. gov).For additional information about OJM, 
including fees and services, send for a disclosure brochure as set forth on Form 
ADV using the contact information on the website. Please read the disclosure 
statement carefully before you invest or send money.

This article contains general information that is not suitable for everyone. The 
information contained herein should not be construed as personalized legal or 
tax advice or as a recommendation of any particular security or strategy. There is 
no guarantee that the views and opinions expressed in this article will be appro-
priate for your particular circumstances. Tax law changes frequently; accord-
ingly, the information presented here is subject to change without notice. You 
should seek professional tax and legal advice before implementing any strat-
egy discussed here.

Wealth Planning for the 
Modern Physician and Wealth 
Management Made Simple
are available free in print or by 
e-book download by texting 
DERM to 844-418-1212 or 
scanning the QR code. 

“The 1 signifi cant benefi t 
of partnerships is that they 
can make distributions 
that are not pro ratabased 
on ownership—as 
long as this is allowed 
by the LLC operating 
agreement—whereas 
S corpo-ration distributions 
must be pro rata. ”
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Health care providers asked Dermatology 
Times® for resources to help answer questions 
like these and address their young patients’ needs 
for fast, e� ective, and safe skin clearance as well 
as improved quality of life (QOL). In response, 
Dermatology Times® collaborated with 2 sister 
brands, Contemporary Pediatrics® and Psychiat-
ric Times™, to � ll the information gap. This trio 
of MJH Life Sciences™ franchises brought together 
a multidisciplinary panel of renowned experts to 
share their insights on how to develop success-
ful, comprehensive acne treatment regimens that 
deliver body/mind wellness; the resulting webinar, 
“Getting to the Roots of Childhood Acne,” was 
held December 15, 2021. 

Hilary Baldwin, MD, medical director of the 
Acne Treatment and Research Center in Brook-
lyn, New York; clinical associate professor of der-
matology at Rutgers Robert Wood Johnson Med-
ical Center in New Brunswick, New Jersey; and 
past president of the American Acne and Rosacea 
Society, moderated the hour-long webinar. The 
event featured experts across 3 specialties who 
discussed detailed strategies for addressing acne’s 
psychological and mental health challenges from 
their unique perspectives.

Panelists for this exclusive presentation, sup-
ported by Sun Pharmaceutical Industries, were:
 Bernard A, Cohen, MD, a professor of pedi-

atrics and dermatology and former director of 
the pediatric dermatology and laser program 
at Johns Hopkins University School of Medi-
cine in Baltimore, Maryland, who has exten-
sive knowledge of cutaneous laser surgery;

 Raegan Hunt, MD, PhD, division chief, pedi-
atric dermatology, Texas Children’s Hospital 
in Houston, Texas, and vice chair for pediat-
ric dermatology and assistant professor of der-

matology and pediatrics at Baylor College of 
Medicine in Houston; and

 Sasha Jaquez, PhD, an assistant professor in 
the departments of psychiatry and behavioral 
sciences and pediatrics at Dell Medical School 
at The University of Texas at Austin, who works 
in the embedded dermatology clinic.

Read on for their recommendations on how 
to create holistic, patient-centric care plans. 

PATIENT ASSESSMENT: GET THE PATIENT’S 
HISTORY, THEN GET THEIR STORY
The initial visit with a pediatric or adolescent 
patient with acne and their parent or guardian 
goes beyond obtaining a detailed medical history. 
The conversation needs to address a broad range 
of acne’s physical symptoms and psychological 
e� ects on the patient and their family. The pan-
elists o� ered best practices on how to drill down 
for that information within the time and scope 
limitations each doctor faces. 

1Identify the type of lesion—whitehead, 
blackhead, papule, pustule, node, or 

cyst—then use the explanation of its pre-
senting characteristics to open a dialogue 
about what the patient is experiencing. 
“Informing the patient about the type of lesion 
they have is important to the assessment,” Cohen 
said. “Patients and their families need to under-
stand why, even if acne seems relatively mild, it 
may warrant some kind of therapy. I also make 
a point of � nding out what sorts of treatments 
they’ve tried. I may see a patient who has what I 
would consider to be stage 0 to 1 acne, but I have 
to understand that they wouldn’t be in the o�  ce 
with a chief complaint of acne if it wasn’t a con-
cern. Share statistics on how widespread this dis-
ease is, how ‘normal’ it is, and assure them that, 

although some past treatments may have failed, 
there are treatments that can work.” 

2Ask the patient how severe 
they feel the acne is.

“Acne may look mild to the clinician, but it may 
be severe in the eyes of the patient,” Hunt said. 
“There may also be a disconnect between the 
way parents and patients perceive this disease. 
That communication can be a little tricky to nav-
igate, so have a plan ready to bring these views 
into a common perspective. Use various graphic 
or numeric rating tools that give the patient some 
strategy for rating how acne a� ects them, from 
pain levels to mental health issues.” 

3Evaluate whether to talk separately 
with patients and parents. 

“Sometimes it’s a plus to have patients and par-
ents together in a conversation about acne, but 
other times it makes the conversation more dif-
� cult. The patient may be telling the dermatol-
ogist that their acne is not bothering them that 
much, yet they’ve been complaining to the par-
ent about it prompting the appointment. You can 
often see from a glance or body language that you 
are not getting the whole picture,” Hunt noted. 
She advised that if an adolescent patient seems 
embarrassed to talk about their acne in front of 
their family, the provider should ask the parent 
or parents to leave the exam room. “There are 
privacy issues to consider,” Cohen noted. See-
ing parents alone also has bene� ts, said the pan-
elists, especially if they feel guilty about waiting 
to schedule a medical visit to treat their child’s 
acne or have concerns about the disease’s men-
tal and physical e� ects on that child.

4Include questions on mental health. 
“Patients and their families may be coming to 

acne & rosacea
Quick TAKES

Acne treatment plans should address both the physical 
and psychological needs of pediatric patients.

New topicals increase the opportunity for 
customizable, nonsystemic solutions.

Tests relating to diet, dehydroepiandrosterone levels, endocrine 
function, and bone age can be essential for an accurate diagnosis.

“I see terrible hypertrophic scarring from acne on the trunk, mostly in 
teenage boys. It’s just very unfortunate, because if we could capture 
those patients much earlier and be more aggressive with their 
treatment, we could help prevent lifelong scarring.”

Raegan Hunt, MD, PhD 
Houston, Texas

 Pediatric Acne FROM PAGE 1

“Although the treatment plan 
is about the patient, don’t 
forget about the parents. They 
feel their child’s pain.”

Hilary Baldwin, MD 
Brooklyn, New York
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their pediatrician or dermatologist for acne treat-
ment, but that physician may be the � rst or only 
medical provider that can screen for related men-
tal health concerns such as anxiety and depres-
sion,” Jaquez said. “Ask open-ended questions—
so, don’t ask, ‘Are you being bullied?’ Ask, ‘Is 
anybody picking on you [because of your acne]? 
Does anybody say anything about your skin, or 
do they say mean things? And do they make fun 
of you because of your skin?’ Dermatologists and 
pediatricians also need to speak with the parent 
to see if there are any signi� cant changes in the 
patient’s behavior, such as poorer grades, mood 
shifts, or increased anxiety. “Often, slipping 
grades are the � rst thing we notice, and could 
constitute a mental health referral.,” Jaquez said. 

DIAGNOSTIC PEARLS: 
WHAT TO LOOK FOR IN CHILDREN, TEENS
Like any skin condition, acne can be challeng-
ing to diagnose properly. Even when the lesions 
are textbook examples of one type of the disease, 
the physician needs to look beyond the obvious 
symptoms to get a clear, full picture of this dis-
ease’s impact on the patient.

1For patients aged 1 to 7, learn to 
recognize underlying diseases such 

as androgen secreting tumors and watch 
for signs of precocious puberty. 
“Monitor their growth chart for a sudden lin-
ear acceleration. Assess any signs of early sex-
ual development,” Hunt said. “These factors can 
be important clues that there is underlying dis-
ease that needs to be dealt with appropriately.” 
Cohen added, “In addition to assessing diet and 
DHEA [dehydroepiandrosterone], which I often 
leave to the endocrinologist, I get a quick bone 
age scan for these patients, with an x-ray of the 
left hand, � ngers, and wrist. It’s an easy test that 
is a relatively reliable indicator of the markers for 
precocious puberty. It’s something I might do 
just as an exclusion even if the patient shows no 
physical signs of precocious puberty or adrenal 
hyperplasia.”

2For older children and teens, 
conduct a thorough exam. 

“Look for any signs or symptoms that seem 
unexpected, such as early signs of polycystic 
ovary syndrome,” Hunt said. “Don’t stop with 
an exam of the face. At least 50% of our older 
teen patients who have facial acne also have trun-
cal acne.” However, most of those patients won’t 
bring it up, according to Baldwin: “They don’t 
want to talk about it, but the vast majority want to 
be treated,” she said. Since the patient often won’t 
acknowledge they have truncal acne, I just have 
to take a look. If the patient is uncomfortable tak-
ing their shirt o�  in front of their parent[s], I ask 

them to leave the room.” Missing this diagnosis 
could have serious repercussions, Hunt added. 
“We’re missing some of these patients early on 
and missing our window to prevent problems in 
the future. I see terrible hypertrophic scarring 
from acne on the trunk, mostly in teenage boys,” 
she said. “It’s just very unfortunate, because if we 
could capture those patients much earlier and be 
more aggressive with their treatment, we could 
help prevent lifelong scarring.” 

PATIENT-CENTRIC REGIMENS: 
BUILD THE PLAN AROUND INDIVIDUAL 
NEEDS, PREFERENCES
No medication will work if the patient does not 
ingest or apply it. Engaging the patient in devel-
oping the treatment can help increase adherence 
and improve outcomes.

1Make the patient’s lifestyle and 
personal preferences integral parts 

of the decision-making. 
“Treatment plans are not one-size-� ts-all; they 
are not recipes,” Baldwin said. “Ask the patient 
sitting in front of you about their lifestyle. Are 
they a morning or [an] evening person? Do they 
get up 2 minutes before they leave for school 
or do they have a longer morning routine? Can 
they come home after school or do they stay out 
for activities or work? It’s important to match 
the patient sitting in front of me with the appro-
priate regimen.” Hunt suggests: “Ask the patient 
about how these various treatments � t into their 
routine. Ask what barriers they anticipate. Ask 
the parents about challenges that you could 
problem solve before treatment begins.”

2Determine how invested the 
patient is in clearing their skin. 

“I have found it helpful to ask on a scale of 1 to 
10—1 being ‘What acne?’ and 10 being ‘Get this 

o�  my face or I’m going to have a � t’—how com-
mitted that patient is [in] trying anything to get 
clear skin,” Baldwin said. “In my experience, 
the person down at 2 is unlikely to use medica-
tion, whereas that person up at 10 will do virtu-
ally anything that I ask of them. And sometimes 
the mom is at 10 and the kid is at 1. It’s impor-
tant to know that you’ve got that gap. You can-
not create a complex treatment plan for a patient 
who will not commit to [adherence].”

3Create a reward system for 
younger patients and a 

hard-to-ignore protocol for teens. 
“Very young patients can be di�  cult to deal with 
in terms of therapeutic timing. The simplest solu-
tion would be a once-a-day treatment or one that 
is split into a dose in the morning and another 
before bedtime,” Cohen said. “Parents can incen-
tivize their children by creating a rewards chart 
with daily check marks showing adherence. If the 
plan is simple and routine, the chance of the child 
getting a reward on the chart is always pretty 
close to 100%—which sends a positive message 
about the child’s ability to succeed.”

4Make sure parents of younger 
children understand their involvement. 

“Parents of 8- or 9-year-olds cannot just give 
the child a tube with the topical medication and 
make the child responsible for adherence,” Hunt 
cautioned. “Preadolescents probably need some 
parental assistance to manage their care. Having 
a written plan can be very helpful. It can be a little 
overwhelming to try to remember all the details 
of an acne care plan.” 

5Counsel parents of teens that 
there is a fine line between reminding 

and nagging. 
Jaquez suggested advising parents to put visual 
reminders about acne medications in obvious 
places—taped to the refrigerator door, attached 
to a gym bag, or in a text. “The message is ‘I’ve 
given you the tools you need to treat the acne; 
now you have the opportunity to take control of 
your care.’ Let them drive that,” she said.

6Suggest parents tie adherence to teen’s 
goals for clear skin and better QOL. 

“Talk with the patient and, in some cases, the 
entire family to emphasize the importance of 
adherence. Make it clear you understand the 
medical... and psychological issues,” Jaquez said. 
“Essentially, you’re asking them to spend a few 
minutes a day on the treatment. In return, they’re 
going to be able to wear a football helmet without 
discomfort, be on Zoom without embarrassment, 
and interact with other kids without worrying 
about negative comments about their acne.”

acne & rosacea

“In addition to assessing diet 
and dehydroepiandrosterone, 
which I often leave to the 
endocrinologist, I get a quick 
bone age scan for these patients. 
It’s an easy test that is a relatively 
reliable indicator of the markers 
for precocious puberty.” 

Bernard A. Cohen, MD 
Baltimore, Maryland
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7Take photographs to chart progress.
“Sometimes patients don’t see that they’re 

getting better. Take photographs to show them 
that they are,” Cohen said. This can be a valua-
ble incentive for those who go o�  their medica-
tion. “The photos also show what happens when 
they don’t [adhere],” he added.

TREATMENT CHOICES: OPTIMIZE OPPOR-
TUNITIES PRESENTED BY NEW OPTIONS
A robust pipeline and new FDA approvals give 
physicians more ways to customize treatment.

1Explore the topicals that form a more 
powerful and versatile part of the acne 

armamentarium. 
Little to no systemic absorption has long made 
topicals a go-to for mild or moderate acne, but 
previous generations were limited in the body 
sites and severity they could treat. Now, signif-
icant innovations address those constraints. 
Some use a novel mechanism of action. “Clasco-
terone 1% cream [Winlevi; Sun Pharma] is some-
thing I am very excited about for both moderate 
to severe facial and truncal acne,” Cohen said. 
“The data on e�  cacy and safety are amazing.” 
Watch for more new topicals, some of which may 
be approved for children as young as 9. Cohen 
added that cost remains the biggest obstacle to 
prescribing the new treatments. “Some of our 
insurers will cover it, but many will not. I think 
over the next year we will see a dramatic improve-
ment in access to this and other new treatments,” 
he said. 

2Avoid treatments that list irritation 
as an adverse effect, especially in 

younger patients. 
“I � nd that if patients experience irritation with 

the � rst treatment you prescribe, it is very di�  cult 
to get them back into the o�  ce and started on a 
correct regimen,” Baldwin said. Advances in vehi-
cles have vastly reduced irritation and improved 
tolerability for topicals, she added. 

3Classify acne before making treatment 
decisions, keeping in mind important 

exceptions for pediatric patients. 

After ruling out underlying health issues, Cohen 
said, the next step is classifying the acne. Once 
that is decided, the treatment approaches don’t 
look categorically di� erent for younger patients 
than adults, but there are extremely important 
exceptions. “Tetracycline derivatives are not 
indicated for patients younger than 8, as they 
can damage bone development and stain teeth,” 

Hunt said. She added that for acne that is mostly 
comedonal, she would likely use benzoyl per-
oxide and/or a topical retinoid; if it is mostly 
in� ammatory, she would likely add topical or 
oral antibiotics. 

4When considering isotretinoin, sched-
ule time for a detailed conversation 

about its safety and efficacy. 
Cohen advised starting with the basics: a com-
plete understanding of the patient’s health 
issues and a detailed look at the medication’s 
risks and bene� ts. “Expect this to be a longer 
visit, in person or virtual, because it is impor-
tant to sit down and go over everything,” he 
added. If the patient could become pregnant, 
the provider needs to detail the iPLEDGE 
Risk Evaluation Mitigation and Strategy pro-
gram during that initial conversation, Cohen 
said. He also cautioned against overlooking the 
possibility of other rare but less serious adverse 
e� ects: “We’ve had a couple of patients develop 
acne fulminans as a reaction to isotretinoin, but 
most patients, I’d say 90% to 95%, do well on 
it.” Jaquez added that dermatologists and pedi-
atricians also need to be prepared to answer 
questions about the drug’s mental health e� ects. 
She advised doctors to not only lay out the con-
cerns but also let patients know that they can 
have a referral to a mental health professional if 
they feel it is warranted.

PSYCHOLOGICAL WELL-BEING: 
LIFT ACNE’S BURDEN ON QOL
Any treatment plan needs to acknowledge the 
very real impact of acne on a patient’s self-es-
teem and life quality. But don’t forget the fam-
ily members who experience pain or heartache 
alongside a young patient with this sometimes 
devastating disease.

1Make it clear to patients that the prac-
tice’s medical team recognizes and ac-

knowledges acne’s psychological toll. 
“My team did a small survey looking at [QOL] 
issues in children with common dermatologic 
disorders and compared [them with] some sig-
ni� cant nonneurologic issues in the literature. 
We found that dermatologic issues such as acne, 
psoriasis, and eczema scored as high in terms of 
negative impact on [QOL] as seizure disorders, 
asthma, and similar conditions,” Jaquez said.

2Set aside at least a few minutes 
during each visit to talk with parents 

separately about acne’s impact on the 
entire family. 
“Although the treatment plan is about the patient, 
don’t forget about the parents. They feel their 
child’s pain,” Baldwin said. She pointed to 
results from a 2021 survey, sponsored by Sun 
Pharma in collaboration with the American Acne 
and Rosacea Society, on how a teen’s moderate 
to severe acne a� ects their families and that more 
than 90% of parents who participated were “very 
worried” about the harmful impact of the skin 
disease on their adolescent’s physical, mental, 
and social wellness.1 They also shared feelings 
of guilt about waiting too long to seek treatment, 
concerns about long-term scarring, and wor-
ries about their children’s mental health. “One 
of the most important things the physician can 
do is validate what the patient and parents are 
experiencing,” Jaquez said. “It may help to make 
a plan for going forward so that they stop feeling 
guilty and start working toward better dermato-
logic and mental health.”

3Develop a network of collaborative 
psychologists or psychiatrists. 

“Most dermatologists have experienced situa-
tions in which they are asking the patient ques-
tions about how acne impacts them and, sud-
denly, the emotional � oodgates open,” Bald-
win said. “Both pediatricians and dermatolo-
gists need to have a psychologist or psychiatrist 
on call to both help pediatric patients through 
a critical moment and provide ongoing care.” 
Disclosures
Baldwin is a consultant for Sun Pharma. Cohen, Hunt, and Jaquez reported no 
confl icts relevant to this event. Sun Pharma sponsored this webinar. 

Reference
1  Parents are very worried about the effects of severe acne on their teenage chil-

dren as reported in a new survey. Sun Pharmaceuticals in collaboration with the 
American Acne and Rosacea Society. News release. Sun Pharma. April 7, 2021. 
Accessed January 14, 2022. https://www.sunpharmaderm.com/pdf/Sun_
Pharma_Acne_Survey_Press_Release.pdf

acne & rosacea

“If there are any psychological concerns, make the referral. A trained
 psychologist or psychiatrist can teach the patient not only how to 
address their issues now but also how to prevent these problems 
from getting as bad again in the future.”

Sasha Jaquez, PhD 
Austin, Texas

more ONLINE

Scan to see the full 
video series.
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Quick TAKES

acne & rosacea
Clinicians can recommend 
probiotics to help prevent AEs.

Taking doxycycline with water and 
food can help reduce the risk of AEs.

Doxycycline brings a higher risk of adverse effects (AEs), 
including photosensitivity and vaginal candidiasis.

Expert Discusses 
Rosacea GI Issues 

CHRISTINE BLANK | Sta�  Correspondent

N eal Bhatia, MD, drilled down on the 
changing landscape of rosacea and 
how to optimize that as part of patient 
management planning during a pres-

entation at the 2021 Fall Clinical Dermatology 
Conference for PAs and NPs, held November 
12 to 14, 2021, in Orlando, Florida, and virtu-
ally.1 Bhatia is director of clinical dermatology at 
Therapeutics Clinical Research in San Diego, 
California.

STRATEGIES TO IMPROVE 
DOXYCYCLINE OUTCOMES
He outlined tips for patients taking doxycycline 
for rosacea aimed at helping to stave o�  the drug’s 
adverse e� ects (AEs). Compared with minocy-
cline, doxycycline causes more gastrointestinal 
(GI) issues, depending on the formulation. Addi-
tionally, food such as dairy, and enteric coatings 

a� ect drug absorption, Bha-
tia noted.2 Doxycycline also 
is more likely than minocy-
cline to cause photosensitiv-
ity and, because of the dosage 
and duration of therapy, vag-
inal candidiasis.

Strategies to reduce the 
risk of doxycycline’s AEs include drinking a large 
glass of water and eating food when taking medi-
cation and then remaining upright for at least a few 
hours, Bhatia said.

The absorption rate decreases if doxycycline 
is coingested with metal ions present in foods con-
taining calcium, such as dairy products and forti-
� ed cereals, or with vitamin/mineral supplements 
or antacids containing calcium, magnesium, and/
or aluminum, he said.

Clinicians can also recommend that patients 

take probiotics, which add protective � ora back 
into the GI tract. “[This] may reduce diarrhea and 
nausea,” Bhatia said.

SIBO AND ROSACEA
Bhatia also discussed the link between rosacea 
and small intestinal bacterial overgrowth (SIBO). 

Patients with rosacea also have been found 
to have a signi� cantly higher prevalence of small 
bowel intestinal overgrowth (SIBO) relative to 
healthy controls, according to Bhatia.

A prospective study investigated the prev-
alence of SIBO and/or Helicobacter pylori in 
patients with rosacea. In 40 patients with rosacea 
and SIBO, using both lactulose and glucose breath 
tests, investigators found a significantly higher 
prevalence of H pylori in patients with rosacea vs 
patients without the skin condition.3,4 “However, 
in this study, there was no signi� cant di� erence in 
the prevalence of SIBO between rosacea patients 
and [the] control [group],” Bhatia said. 
Disclosures
Bhatia is affi liated with AbbVie, Almirall, Arcutis Biotherapeutics, Arena Pharma-
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Neal Bhatia, MD, highlights new approaches in rosacea therapy in his 
session at the Fall Clinical Dermatology Conference for PAs and NPs.

Neal Bhatia, MD

THE TAKEAWAYS
   Updated guidance on rosacea 

diagnosis classifi es symptoms such as 
burning and stinging as secondary or 
minor features of rosacea. However, 
a recent review of studies on burning 
and/or stinging suggested these 
symptoms are underestimated in terms 
of their disease and quality of life 
burden on patients. The authors cited 
previous studies showing 85% or more 
of individuals with papulopustular 
symptoms (bumps and pimples), 38% 
to 53% of those with ocular rosacea, 
and almost 14% of individuals with 
erythematotelangiectatic signs 
(persistent facial redness and visible 
blood vessels) considered burning and 
stinging to be bothersome issues.1

   It is important to differentiate between 
the symptomatic burden of rosacea 
and adverse skin reactions as a result 
of treatment 

   Understanding the symptomatic 
burden of the disease can help 
alleviate both signs and symptoms 
of rosacea, treating the disease more 
holistically 

   Establishing clinical evidence on 
burning/stinging in rosacea will 
support consideration in clinical 
practice and the inclusion of invisible 
symptoms in rosacea assessment 
and management

For full list of references, see dermatologytimes.com

FEBRUARY 2022

17

DT0222_017_AcneRosacea V2.indd   17DT0222_017_AcneRosacea V2.indd   17 1/26/22   11:27 AM1/26/22   11:27 AM



atopic dermatitis
Quick TAKES

Topical ruxolitinib, compared with topical steroid treatment, may reduce 
the risk of skin bleaching or dyspigmentation in patients with skin of color.

Dermatologists need to address the black box 
warnings on JAK inhibitors before prescribing.

Topical JAK inhibitors have a 94% lower rate of 
systemic absorption than oral JAK inhibitors.

How to Explain JAK 
Inhibitor Warnings 
to Patients

MARY SCOVIAK | Managing Editor

J anus kinase (JAK) inhibitors continue to 
make headlines in the pipeline and arma-
mentarium for atopic dermatitis (AD) 
treatment. An FDA-issued black box 
warning, however, creates a challenge 

for dermatologists, who must explain the risks 
and bene� ts with patients. Based on data from 
a long term study of oral tofacitinib (Xeljanz), 
the boxed warning applies to the � rst topical 
JAK inhibitor approved for AD, ruxolitinib 
(Opzelura; Incyte), along with the oral JAK 
inhibitors currently in the pipeline, and poses 
a challenge in discussing the risks and bene� ts 
of these treatments with patients.1

As part of an exclusive dermatologytimes.
com DermView series supported by Incyte, Linda 
Stein Gold, MD, director of dermatology clin-
ical research and division head of dermatology 
at Henry Ford Health System in Detroit, Michi-
gan, and Matthew Zirwas, MD, founder of Bex-
ley Dermatology in Ohio, delved into safety and 
tolerability data for JAK inhibitors and how to 
approach that conversation.

Stein Gold stressed the importance of giving 
the warning context when talking with patients. 

“There was actually a safety study that was 
requested by the FDA, and this was for tofac-
itinib. They had looked at 2 di� erent doses of 
tofacitinib, both the lower dose [5 mg twice a 
day] and the higher dose [10 mg twice a day], for 
safety,” Stein Gold said. “They did this in com-

parison [with] 2 TNF inhibitors, adalimumab 
[Humira] and etanercept [Enbrel]. The ques-
tion was ‘Is tofacitinib noninferior in terms of the 
safety outcome to the TNF [tumor necrosis fac-
tor] inhibitors?’ The primary end point here was 

looking at a postmarketing safety study—look-
ing at major adverse cardiac events and malig-
nancies. The bottom line from this study was 
that tofacitinib was not found to be comparable. 
In fact, it was found to have an increased safety 
warning for both of these areas. From this, the 

FDA has actually broadened the box warning 
and the language to not just tofacitinib but [also] 
the oral JAK inhibitors—all of them—as well as 
the topical.”

It is important to tell patients that the FDA 

“So often when we think about a nonsteroidal product, we think about 
a trade-off. It’s safe, but it might have a little bit of stinging and burning. 
Ruxolitinib is one where we really don’t see that stinging and burning 
that we might expect with a nonsteroidal.” 

Linda Stein Gold, MD 
Detroit, Michigan

Experts outline strategies for patient conversations 
around the black box warning.
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atopic dermatitis

“ In patients applying topical ruxolitinib to 25% BSA, the average 
systemic exposure was still well below the oral dosing it was compared 

[with]. Whenever they looked at patients that were less than 20% 
[BSA], the plasma concentrations were as you would’ve expected, 

about 90% lower than with oral exposure,” 
Matthew Zirwas, MD, Bexley, Ohio

broadened this warning without additional safety 
data on new and upcoming medications, Stein 
Gold said: “This is interesting because the study 
was only with tofacitinib, yet the box warning 
was applied to the other oral JAK inhibitors as 
well as the topical JAK inhibitor.” 

The FDA noted that the other oral JAK 
inhibitors had not been studied in compara-
bly large safety clinical trials but were included 
in the warning due to sharing mechanisms of 
action with tofacitinib. Oral ruxolitinib was not 
included in the statement because it is not indi-
cated for inflammatory conditions. Additionally, 
topical ruxolitinib was not mentioned.

Patients also need to understand that the risks 
outlined on the label are not equally applicable 
to all JAK inhibitors or all treatment regimens. 
“We do know that at least some of the [adverse 
effects; AEs] associated with systemic JAKs are 
very dose related,” Zirwas said. “Reducing the 
dose certainly should reduce the risk of immu-
nosuppression. We don’t know as much about if 
it really reduces the potential thrombotic risk.”

For topicals, Zirwas said, dermatologists 
can cite numbers to give patients more informa-
tion: “There was a pretty good study that said 
about 6% of topically applied ruxolitinib will get 
absorbed systemically, which is a small number, 
but you also have to remember that whenever 
you’re talking about a 1.5% topical, that means 
there’s 15 mg in every 1 g of medication. The key 
takeaway is that 94% of the topically applied rux-
olitinib does not show up in the patient’s system.”

Body surface area (BSA) also affects systemic 
absorption. “In patients applying topical ruxol-
itinib to 25% BSA, the average systemic exposure 
was still well below the oral dosing it was com-
pared [with]. Whenever they looked at patients 
that were less than 20% [BSA], the plasma con-
centrations were as you would’ve expected, about 
90% lower than with oral exposure,” Zirwas said. 

Stein Gold noted that 2 phase 3 trials looked 
at patients with 3% to 20% BSA affected.2 How-
ever, she cautioned, the more BSA that is treated, 
the higher the levels of systemic absorption. 

“If you push it and instead of doing 20%, you 
do 60%, you could potentially get a level that 

would be similar to what you would experience 
taking this drug orally,” she said. She noted that 
maximum use studies looked at patients with a 
much higher BSA than the clinical trials did.

Although dermatologists can reassure 
patients that these options have a lower level of 
systemic absorption, they also need to offer clear, 
straightforward guidance about what is—and is 
not—known. “The thing that makes it difficult is 
when we look back at things like the tacrolimus 
box warning or the pimecrolimus box warning, 
we knew that there was zero systemic absorp-
tion,” Zirwas said. “You couldn’t even detect 
it in the blood unless somebody had Netherton 
syndrome. There is some systemic absorption 
here—low, at 6%—but we know that the AEs 
of JAKs are dose related. It is conceivable that 
there’s a little bit of immunosuppression. Do I 
personally think there is? Probably not. It’s hard 
for me to believe that the amount that’s getting 
into the blood with topical ruxolitinib is enough 
that it really is immunosuppressive.”

“Clotting risk is another concern,” Zirwas 
continued. “Maybe this increases your risk of a 
blood clot by 1%. Now, if your risk at baseline is 
1 in 1000 per year and that increases it by 1%, it’s 
1 in 999 people vs 1 in 1000. That’s a not very 
meaningful effect, but it might be zero, it might 
be a tiny increase. I don’t think this has any effect 
on how your blood would clot, but I can’t tell 
you 100% that it has zero risk. It may have a very 
small effect; we just don’t really know. It is con-
ceivable that there’s a tiny increase in the risk of 
venous thromboembolic events. Do I think that 
there is? Probably not, because the absorption—
the systemic exposure—is so low, but it’s at least 
possible, right? I can’t say to a patient, ‘Look, this 
doesn’t even get into your blood.’ We don’t have 
big enough numbers of patients to be 100% sure 
whether there’s risk here or not.”

Research is more robust on the issue of toler-
ability. “I do think of [safety and tolerability] as 2 
totally different issues,” Zirwas said. “We know, 
for example, that the PDE4 [phosphodiesterase 
4] inhibitor that’s been on the market for a while 
is extremely safe but doesn’t always have the best 
tolerability. I have not seen any tolerability issues 

with topical ruxolitinib. I haven’t had anybody 
complain of any burning, stinging, any applica-
tion type reactions, or any tolerability issues.”

Stein Gold added that the issue should be 
discussed with patients when looking at a topi-
cal JAK inhibitor instead of a topical steroid. “So 
often when we think about a nonsteroidal prod-
uct, we think about a trade-off,” she said. “It’s 
safe, but it might have a little bit of stinging and 
burning. I think we’ve seen that with our other 
nonsteroidals both in [AD and] psoriasis. Ruxol-
itinib is one where we really don’t see that sting-
ing and burning that we might expect with a non-
steroidal. It’s pretty well tolerated even at day 1.”

Zirwas encouraged dermatologists to have a 
dialogue with patients who are good candidates 
for a topical JAK inhibitor about some of the 
safety concerns that exist with other treatment 
options but not with JAK inhibition. “When-
ever I prescribe it, the talk usually goes like this: 
‘We’re going to prescribe you this new medica-
tion. It is not a steroid. You don’t have to worry 
about thinning of the skin or anything like that. 
You don’t have to take big breaks from it. You’re 
going to use it until your skin gets cleared up, 
then you stop using it. You start to break out 
again, you start to use it again.’” 
Disclosures
Stein Gold is an investigator/adviser for AbbVie; Arcutis Biotherapeutics; Bris-
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Quick TAKES

psoriasis
Quality-of-life concerns may go well 
beyond the affected body surface area.

Offering reassurance to patients 
can help lift these burdens.

Data show that key psychological 
impacts are connected to the disease.

Dermatology Times® recently 
brought together a panel of 
experts to share unique insights 
on the nature of plaque psoria-

sis, how to make a more accurate and effec-
tive diagnosis, and what to do when diagnoses 
overlap, along with suggestions to help reduce 
the physical and psychological burden of the 
disease. 

Guidance on perspectives in plaque psoria-
sis management for 2 exclusive Around the Prac-
tice video sessions, supported by Janssen, was 
provided by moderator Christopher Bunick, 
MD, PhD, associate professor of dermatol-
ogy and physician-scientist in Yale University 
School of Medicine’s Department of Dermatol-
ogy in New Haven, Connecticut, and a mem-
ber of the Dermatology Times® editorial advi-
sory board, and panelists Mark Lebwohl, MD, 
dean of clinical therapeutics at the Kimberly 
and Eric J. Waldman Department of Dermatol-
ogy at the Icahn School of Medicine at Mount 
Sinai in New York, New York, and a member 
of the Dermatology Times® editorial advisory 

board; Jashin Wu, MD, founder and course 
director of the San Diego Dermatology Sym-
posium, Dermatology Refresher Symposium 
for Nurse Practitioners and Physician Assis-
tants, Skin Cancer Symposium and Sympo-
sium for Inflammatory Skin Disease, and Der-
matology Innovation Symposium; and Helen 
Torok, MD, medical director of the Trillium 
Creek Dermatology Center in Medina, Ohio, 
and a Dermatology Times® editorial advisory 
board member. 

In this second part of the series, the panel 
offered key takeaways for addressing diagnostic 
challenges, educating patients, and easing the 
psychological impact of the disease.
Bunick: I think it’s very important [to have] 
patients be able to get direct access to 
some of these newer technologies that are 
certainly revolutionizing the treatment of 
psoriasis. My experience with scalp psoriasis 
in general is that some patients that have 1% 
or 2% body surface area affected may be 
miserable, their quality of life [QoL] greatly 
affected. Then I have some patients that 

are at 90% body surface area and they’re 
happy as a clam. [QoL] isn’t always body 
surface area. With that, I’d like to turn to Dr 
Torok and get her opinion on the challenges 
of diagnosing plaque psoriasis. In your own 
practice, what are some of the challenges 
you face diagnosing and/or treating 
psoriasis—in particular, dealing with the 
severity issue that we’ve been discussing?

Torok: The challenge of diagnosing pso-
riasis is often that these patients have been to 
many, many clinics and walk-in clinics and 
other physicians and have been given a diag-
nosis of eczema. It’s my challenge to say, “Do 
you really have eczema, or do you have psoria-
sis?” I have to uneducate them or educate them 
in the right way. I find that the location is very 
important in challenging my diagnosis. If it’s 
around the eyes, the orbital area, or the perior-
bital area, is it a contact allergic reaction? Is it 
atopic? Is it psoriasis? 

Often patients say, “Well, if it’s on my body, 
I have a fungus. I’ve been told that’s tinea,” and 
they’re being treated with things that are used 

Plaque Psoriasis: 
Diagnostic Challenges, 
Psychological Impacts
Expert panelists provide an overview of this widespread condition and address specific issues  
in patient management.

KATIE HOBBINS | Editor

S P O N S O R E D  B Y  J A N S S E N  P H A R M A C E U T I C A L S

DermatologyTimes®February 2022

20

DT0222_020-021_Psoriasis.indd   20DT0222_020-021_Psoriasis.indd   20 1/25/22   11:09 AM1/25/22   11:09 AM



psoriasis

“I always touch my patients. I want to show them that they’re not lepers. [I] 
touch them and say, ‘I feel your pain. My brother has psoriasis, and my brother 
committed suicide because of his psoriasis.’…It’s close to my heart.” 
Helen Torok, MD, Medina, Ohio

for tinea. The groin is also a problem: “Which 
[skin condition] do I have in the groin? Do I 
have contact allergic dermatitis? Psoriasis? 
Atopic dermatitis [AD]? Something else? Or 
any other diseases?” For me, when I’m look-
ing at these certain special areas, patch testing 
is important before you can make a full diagno-
sis of psoriasis. Also, look for other stigmata. 
Do they have nail pitting? Are there retroauric-
ular areas, or is there scalp involvement? You 
have to be cognizant of all the locations on the 
body to make sure that your diagnosis is cor-
rect, and then educate the patient: “You don’t 
have eczema. You have palmar psoriasis” [or] 
“You have acropustular psoriasis.” Those are 
the important things for me to look at in diag-
nosing and challenging patients with plaque 
psoriasis.
Bunick: Let me follow that up by asking if you 
ever use a skin biopsy to help. Sometimes it is 
hard to tell when patients come to you and 
they have this mixed presentation psoriasis. 
Is there still a place for a skin biopsy and 
determining “OK, it is plaque psoriasis; let’s 
proceed down the right path of biologics”?

Torok: Yes, there is still a place for skin 
biopsies because patients will not often believe 
you. Yes, you’re a dermatologist; you’re a skin 
specialist. Often I’ll have AD and psoriasis 

mixed together in 
the same patient. 
Yea rs ago,  we 
used to say that 
you can’t have 
AD and psoria-
sis together. Now 
we know we can, 
and so to prove 
to patients that 
[they] do have 
psoriasis [along 
with AD, on rare 
occasions I will] 
do biopsies just to 
con� rm the diag-
nosis and make 

the patient feel more comfortable that they don’t 
have something more serious. But, you know, I 
have had patients where I biopsy [them] and it 
comes back as mycosis fungoides [MF] or cuta-
neous T-cell lymphoma. Sometimes I get fooled 
as well.
Bunick: What about the psychological and 
social burdens of plaque psoriasis? What 
have you observed in your patients, and how 
do the physical manifestations of the disease 
play a role on the psyche and the social 
stigma in your patients? How do you counsel 
your patients?

Lebwohl: It is actually quite debilitating. 
First of all, I think the best thing the derma-
tologist can do is assure the patient that fairly 
quickly we can get their skin normal or close 
to normal. I think that takes a tremendous 
pressure off. I’ve actually spoken about this 
in forums with patients present, and patients 
got up and con� rmed that. In fact, the patients 
said, “You know, one of the best things you said 
to me early on is ‘I’m going to make you nor-
mal.’” When [patients] ask if they’re going to 
be cured, I say, “No. This is in your genes, and 
unless we change one of your parents, we’re not 
curing you, but we can treat it so that your skin 
will look normal and stay normal.” 

Richard Langley, MD, did a fascinating 

study many years ago. He took � rst-year medi-
cal students that were starting school and asked 
them what they thought about psoriasis. By and 
large, they thought it was a pretty trivial dis-
ease. He then had a tattoo of psoriasis put on 
their elbows and had them walk around with 
short sleeves for a couple of days. Then he 
[again] asked them what they thought, and sud-
denly it became a very serious disease. I think 
that a lot of us can’t appreciate the impact this 
has on patients. 

Very recently there was an analysis pub-
lished about the ability of patients with bad 
psoriasis to hold jobs and the incomes that 
they earned, and invariably, it was dramatically 
less than their age- [and] sex-matched control 
counterparts. It shows up in study after study. 
There’s yet another study in which SF-36 [36-
Item Short Form Survey] is a measure of both 
physical and psychological functioning. Ques-
tionnaires were given to patients, and psoria-
sis performed worse than almost all diseases 
on physical functioning, including diabetes, 
stroke, severe pulmonary [diseases], and heart 
disease. Congestive heart failure was the only 
measure that performed worse than psoriasis. 
Actually, it was worse than cancer. On psy-
chological function, it was worse than every 
other disease except for severe depression. It’s 
a debilitating disease, both from a physical and 
a psychological standpoint.
Bunick:Thank you for that. Dr Torok, 
would you like to add anything from your 
own perspective in treating your patients 
about what you’ve witnessed with the 
psychological and social burden?

Torok: As Dr Lebwohl said, I always touch 
my patients. I want to show them that they’re 
not lepers. [I] touch them and say, “I feel your 
pain. My brother has psoriasis, and my brother 
committed suicide because of his psoriasis.”…
It’s close to my heart. I say, “I will get you bet-
ter,” and often they’ll start crying because 
nobody has said that to them before. “I’m going 
to put you on something that’s going to clear 
you quickly”…and that’s what they want. 

Image courtesy of Dermatology Times®
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Quick TAKES

skin cancer
Five or more severe sunburns 
double the risk of skin cancer.

The poorly defi ned risk profi le to determine if actinic keratosis will progress 
to squamous cell carcinoma means all lesions should be treated.

Nicotinamide and tirbanibulin could 
offer safe, effective treatment options.

Update on the 
Causes and Care of AKs

CHRISTINE BLANK | Sta�  Correspondent

A � ecting more than 58 million Amer-
icans, actinic keratosis (AK) is the 
most common precancer.1 Although 
most AKs do not progress to squa-

mous cell carcinoma (SCC), these keratoses fos-
ter concern because most SCCs arise from pre-
existing AKs, Brian Berman, MD, PhD, told 
attendees of the 2021 Fall Clinical Dermatology 
Conference for PAs and NPs.2 That is particu-
larly worrisome because of the di�  culty in iden-
tifying which AKs will become malignant, said 
Berman, who is professor emeritus of dermatol-
ogy and dermatologic surgery at the University 
of Miami Miller School of Medicine in Florida.

A growing body of research that delves deeper 
into the pathologic changes between premalig-
nancy and malignancy, along with new treatment 
options such as nicotinamide and tirbanibulin 
(Klisyri; Almirall), could pave the way for next-
level solutions, he said.

Although � ndings of a number of studies have 
demonstrated that AK usually develops as a result 
of the damaging e� ects of UV radiation to the skin, 
which accumulates over a lifetime of sun exposure, 
the disease’s pathophysiology is complex. So is 
its progression from premalignant precancerous 
lesions to skin cancer.

Berman discussed how the degree of the 
abnormal expression of speci� c genes in sun-ex-
posed skin correlated with progression from AK to 
SCC, noting the upregulation and downregulation 
from a normalized gene expression rate.

He pointed to research that showed how 
increases in the number of AKs a� ected the rel-
ative risk of developing SCC. Whereas a patient 
with 1 to 5 AKs may have just a 1.7% chance of the 
lesions evolving into SCC, the likelihood rises to 
11% with more than 20 AKs, he said.3

Although age and a weakened immune system 

can a� ect the likelihood of developing AKs, peo-
ple with a history of 5 or more multiple, severe sun-
burns have double the risk of skin cancer.1

Berman detailed how vitamin B
3
 aids in the 

prevention of AK. There are several variations of 
vitamin B

3
 (niacin, nicotinic acid, niacinamide, 

and nicotinamide), and they are pharmacolog-
ically di� erent. “Nicotinamide does not reduce 
cholesterol or cause � ushing,” Berman said. “It 
replenishes cellular nicotinamide adenine dinu-
cleotide levels and inhibits [PARP], which nega-
tively [a� ects] energy production, DNA repair, and 
genetic stability.” 

In a study of 386 patients randomized to 
receive 500 mg twice daily of nicotinamide or 
placebo, the number of AKs in the nicotinamide 
group was 13% lower than in the placebo group, 
and there was a 30% reduction of new SCCs, both 
in situ and invasive.4

At 12 months, the rate of new nonmelanoma 
skin cancers (NMSCs) was 23% lower. However, 
there is no evidence of that bene� t continuing after 
patients discontinue nicotinamides, Berman said.

Approved earlier this year, tirbanibulin oint-
ment inhibits polymerization and halts the G2/M 
keratinocyte cell cycle, Berman said. In a recent 
study, investigators demonstrated a mean 87.5% 
reduction in AK lesions at day 57 after using tir-
banibulin 1% ointment on the face and scalp.5

Berman said he sees more developments ahead 
for drugs aimed at preventing AK’s progression 
into SCC, for both the general population and 
solid organ transplant recipients. 
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Brian Berman, MD, PhD, maps out the root causes, prevention 
strategies, and latest treatments for this widespread precancer.
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antiaging

S eparate skin care products for the 
body and face exist for good reason, 
according to dermatologist Lauren 
Fine, MD, of Chicago Cosmetic Sur-

gery and Dermatology in Illinois. “Facial skin 
can be much more sensitive than body skin. It 
contains more oils glands and di� erent types 
of vasculature,” Fine said. “Facial skin is also 
much thinner than skin on the body, such as 
on the back, thighs, and torso. However, skin 
on areas such as the neck and forearms can 
also be quite thin, similar to facial skin, but 
with fewer oil glands.”

As a result, skin-care products for the body 
and face are formulated 
dif ferently. “[Although] 
advanced body creams and 
lotions may include some of 
the same active ingredients 
as products for the face, the 
ingredients are often used 
in different combinations 

and concentrations,” said dermatologist and 
cosmetic surgeon Joel Schlessinger, MD, pres-
ident of skin care retailer LovelySkin.com and 

CEO of Schlessinger MD. “Most importantly, 
body creams target di� erent concerns than face 
creams. Body creams often target crepey skin; 
cellulite; stretch marks; dry, � aky skin; or spider 
veins. Face treatments often address things like 
discoloration, wrinkles, large pores, and acne.”

TOP PRODUCT PICKS
Until recent years, body creams were little 
more than moisturizers, said dermatologic sur-
geon Suneel Chilukuri, MD, director of Cos-
metic Surgery at Refresh Dermatology in Hou-
ston, Texas. Now OTC products address spe-
ci� c areas and concerns, said Chilukuri, who 
studied DefenAge’s newly released 10 Luxe 
Hand & Body Cream (Progenitor Biologics).

“DefenAge’s body cream utilizes defensins 
to activate the LGR6+ stem cells located at the 
base of the hair follicles, activating � broblasts 
to produce collagen and elastin,” Chilukuri 
said. “In addition, it contains niacinamide, an 
anti-in� ammatory molecule. Another unique 
ingredient it contains is sea whip, which also 
is anti-in� ammatory. When [these ingredients 
are] combined with niacinamide, we’re � nding 

that patients are starting to see results [in] as 
early as 7 to 10 days, and by 2 weeks, there can 
be a pretty signi� cant change.”

Chilukuri conducted a split arm study and 
noted less skin crepiness after 2 weeks of use 

when women applied the 
hand and body cream to 
their inner arms. “We use 
DefenAge in our practice 
because currently, it is sci-
enti� cally best in class, espe-
cially for arms, legs, elbows, 
and knees,” Chilukuri said. 

“Aesthetic clinicians can pair 10 Luxe Hand & 
Body Cream with modalities in the o�  ce, such 
as microneedling [with or without] radiofre-
quency, for even better results. If you are going 
to pair it with microneedling or radiofrequency 
microneedling, I suggest that the patient be on 
this body cream for at least 3 to 4 weeks before-
hand to prep the skin for optimal results.”

A common skin concern among older 
patients is bruising, and the right skin-care reg-
imen can help, according to Schlessinger. “With 

LISETTE HILTON | Sta�  Correspondent

Experts Weigh 
in on Best Body-
Focused Skin Care
Slathering the body with the same skin-care products 
designed for the face is a bad idea, experts say.

SKIN CARECONTINUES ON PAGE 26

Suneel Chilukuri, MD

Joel Schlessinger, MD

Quick TAKES
Patients should use different 
products for face and body.

Body products target different concerns 
compared to face products. 

These products can be used in 
combination with aesthetic treatments.
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Quick TAKES

antiaging
Dermatologists should suggest treatments or hairstyles that better 
suit the needs of patients who engage in activities, such as dance 
and gymnastics, that can cause or exacerbate hair issues. 

A patient history should detail how long the individual 
has had weaves or worn lace front wigs and how long 
they let their hair rest between services.

Some protective hairstyles can be misinterpreted 
as helping the hair when in fact they cause more 
problems because of tension on the scalp.

Essential Treatment 
Tips for Hair of Color
A dermatologist needs to know how to treat every patient, 
regardless of skin or hair type. These pointers will help guide 
conversations with patients for the best possible hair care.
LINDA STOCUM | Associate Editor

N ot every patient who has hair that is 
textured—tightly coiled or curled—
will have a dermatologist with the 
same hair type. Instead of focusing 

on the di� erence between races or ethnicities, 
dermatologists should change their mind-set and 
center their attention on the hair, recommended 
Candrice Heath, MD, FAAP, FAAD, a derma-
tologist and an assistant professor of dermatol-
ogy at Lewis Katz School of Medicine at Temple 
University in Philadelphia, Pennsylvania. 

In an exclusive interview with Dermatol-
ogy Times®, Heath outlined best-practice strat-
egies for dermatologists who treat hair issues in 
patients of color. 

“Acknowledge that you may not have the 
same type of hair,” she said. “Then emphasize 
the fact [that] as a dermatologist, you have the 
clinical knowledge and experience to diagnose, 
treat, and manage hair issues for all hair types. 
The message should be that it’s OK that you and 
the patient have di� erent hair patterns, but you 
are still an expert in the science of hair. Dive 
into the literature to illustrate that.”

Studying current literature will help physi-

cians learn more about how to conduct these 
conversations with cultural sensitivity, she said. 
In her view, communication with the patient 
will create the partnership that is needed. 

In many cases, it helps to demonstrate a will-
ingness to learn from the patient, Heath added. 
A dermatologist who feels some hesitancy about 
examining tightly coiled hair can always request 
the patient’s help. That can be as simple as ask-
ing the patient to point out the area of concern 
or talk about sensitivities regarding their hair 
or scalp.

Heath shared some tips to better help 
patients, both adult and pediatric, with skin or 
hair of color. She emphasized the importance 
of matching treatment recommendations to the 
patient’s lifestyle and work style. For example, 
a patient’s job or sports and other activities can 
a� ect their hair care. Dermatologists should ask 
if an employer requires wearing protective head 
coverings or pulling back hair with a wrap or 
elastic. Pediatric patients who have hobbies that 
a� ect their hair, such as a dancer who wears a 
tightly coiled bun or an athlete who must main-
tain a certain hairstyle for safety reasons, may 

need direction on how to protect their hair.
For a patient who regularly swims in a pool, 

using leave-in conditioner is crucial to protect 
the hair shafts and prevent further drying out, 
Heath said. 

“Find out how patients cover their hair at 
night,” she added. Many patients wear silk bon-
nets to help the hair to stay hydrated. Examine 
the area where the band sits, and be sure to ask 
questions if the patient is developing acne across 
the forehead or losing hair across the edges. One 
question can open the door to many opportuni-
ties for better treatment. 

Find out who is in charge of a pediatric 
patient’s hair care. Whether that is just one 
person or a team, everyone should understand 
the treatment plan. Dermatologists should 
talk about the findings of the hair examina-
tion, Heath said, and—if knowledgeable in this 
area—discuss potential hairstyles that may be 
more bene� cial. “You want to make sure that 
[patients] keep the tension as low as possible on 
the hair [and] that the hair is moisturized on a 
daily basis,” Heath emphasized. 

She warned of the conversation on social 
media regarding protective hairstyles—some 
may not be as safe as they seem. Therefore, 
Heath suggested that dermatologists ask for a 
history of their patient’s protective hairstyles. 
Sample questions include the following:
 Do you have a history of wearing braids 

or weaves?
 If yes, have you been wearing these hairstyles 

back-to-back?
 How frequently do you wear these styles?

Heath has found that some so-called protec-
HAIR OF COLORCONTINUES ON PAGE 26

“You want to make sure 
that [patients] keep the 
tension as low as possible on 
the hair [and] that the hair is 
moisturized on a daily basis.” 

Candrice Heath, MD, FAAP, FAAD, 
Philadelphia, Pennsylvania 

Studying current literature will help physi-

“that [patients] keep the 
tension as low as possible on 
the hair [and] that the hair is 
moisturized on a daily basis.

Candrice Heath, MD, FAAP, FAAD, 
Philadelphia, Pennsylvania 

tension as low as possible on 
the hair [and] that the hair is 
moisturized on a daily basis.” 
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antiaging

the increased utilization of blood thinners at ear-
lier ages and baby aspirin every day, and more 
and more people over a certain age, we see trau-
matic purpura more frequently,” he said. 

Schlessinger recommends DerMend Mois-
turizing Bruise Formula Cream (Ferndale 
Pharma Group/Biopelle). “There are products 
for bruising [with] a postprocedural benefit, 
but when it comes to wide-scale and repeated 
bruising and skin thinning, I think that this one 
stands out,” he said. 

For addressing crepiness, Schlessinger 
likes Revision Skincare BodiFirm, which he 
described as a complementary product to sup-
port results of in-office body-contouring treat-
ments. The lotion combines caffeine with 
proven ingredients such as peptides, antioxi-
dants, and a prebiotic to help support the der-
moepidermal junction. “Since skin on the body 
is thicker and can be rougher, this product also 
uses glucosamine to provide exfoliation bene-
fits for smoother, softer skin,” Schlessinger said.

Aesthetic body skin concerns among 
patients with skin of color include thick, dark 
skin on the elbows and knees; hyperpigmenta-
tion in the bikini area; and sagging skin in the 
upper arms and thighs, according to dermatol-
ogist Corey L. Hartman, MD, medical direc-
tor of Skin Wellness Dermatology and an assis-
tant clinical professor of dermatology at the Uni-
versity of Alabama School of Medicine, both in 
Birmingham, as well as a member of the Skin of 
Color Society board of directors. 

The novel pigment corrector, Cyspera 
(cysteamine; Scientis) addresses discoloration 
without hydroquinone, according to Hart-
man: “Not only does it lighten dark spots, but 
it [also] provides a more even skin tone with no 
halo hyperpigmentation or the need to be spe-
cific about the application of the cream only on 

the dark spots.” 
Hartman also recommends Alastin Skin-

care Transform Body Treatment, which he 
said reduces the appearance of crepey skin any-
where on the body, including the arms, legs, 
and abdomen.

Miami, Florida, dermatologist Leslie Bau-
mann MD, owner of Skin Type Solutions, said 
she often recommends Zerafite (Neopharm) 
body cream to patients who have dry skin or 
atopic dermatitis. Zerafite features Multi-Lamel-
lar Emulsion technology, which mimics the 
skin’s natural barrier, offering protection from 
allergens, irritants, and dehydration, according 
to Baumann. 

“Zerafite…is the best body cream, in my 
opinion, for dry skin and eczema. It does not 
have petrolatum like CeraVe and Cetaphil [Gal-
derma] do, and customers are wanting cleaner 
products,” she said. 

PROVEN INGREDIENTS 
Look for botanicals for firming, antioxidants, 
and peptides for collagen stimulation, as well 
as caffeine, an ingredient that helps lipocytes 
release triglycerides, advised New Orleans, 
Louisiana, dermatologist Mary P. Lupo, MD. 
“Often, [body creams] will contain at least 1 
ingredient to address fat—for example, prod-
ucts contain something to facilitate cellular 
flushing of fat,” she said.

Retinol often is a no-no for the body 
because it can cause irritation, according to 
Schlessinger. One exception: Replenix Retinol 
Smooth + Tighten Body Lotion. The product 
combines all-trans-retinol with the botanical 
extract edelweiss to provide tightening benefits 
to crepey-looking body skin, potentially with-
out the irritation, he said. 

Peptides and retinols are key to stimulating 

new collagen, which is important when address-
ing crepey skin, according to Lupo.

Hartman encourages patients to use creams 
that include hydroxy acids, such as salicylic 
acid, to help smooth the skin’s surface and pro-
mote exfoliation for glowing skin. “Peptides 
are a cofactor for collagen induction and help 
to keep skin firm and smooth,” he said. “Cer-
amides and squalene are great moisturizing 
agents that help to fortify the skin barrier, lock-
ing in hydration and preventing dryness and 
transepidermal water loss.”

REALISTIC EXPECTATIONS
“We as dermatologists have probably been 
a little remiss about discussing skin care 
with our patients because, frankly, we might 
not have believed [results] could happen,” 
Schlessinger said. He was among those who 
questioned skin care’s true value—until he 
conducted a study on NeoStrata Triple Firm-
ing Neck Cream, which contains antioxidants 
and Neoglucosamine.  

“At 12 weeks, we noticed dramatic differ-
ences in neck wrinkles and crepiness when 
patients used this simple cream. That expe-
rience informed me about the possibility to 
reverse ongoing damage without dramatic sur-
gical intervention,” Schlessinger said. 

The key for measurable improvement, Lupo 
said, is to start with body creams early; use 
them consistently; and, when possible, com-
plement with devices.

Skin care alone does not optimally address 
skin crepiness, according to Fine. “I prefer to 
use a combination of lasers or energy-based 
devices [and] injections of biostimulatory fill-
ers…in addition to skin-care products to best 
address crepiness. And sun protection is key,” 
she said  

} Skin Care FROM PAGE 24

tive styles can put extra tension on the scalp, 
especially when worn from months to years, 
and can have devasting effects. Conversations 
with patients should include general recommen-
dations, such as steering clear of products that 
contain sulfates or other agents that can be dry-
ing. Instead, patients should use a moisturizing 
shampoo and conditioner, followed by a leave-in 
conditioner, she said.

Prioritize keeping current on research about 
hair and hair loss, Heath advised. She men-
tioned a resurgence of interest in scarring alo-
pecias, which she described as an often over-
looked yet complicated area of research. For 

example, many patients may not realize that 
they have central centrifugal cicatricial alope-
cia, she noted. Many patients may go through 
their entire life without developing this defect 
in the hair shaft but still be at risk. 

More research is needed, she continued, 
because scarring and nonscarring alopecias 
are still not understood well enough. “From 
the epidemiology side, some studies have come 
out about [hair loss and scarring] being linked 
with other conditions,” Heath said. “We don’t 
know if there is a cause [and] effect relationship 
quite yet.”

There is more support in general, Heath 

continued, about better prevention, identifica-
tion, and diagnosis of hair disorders. “The good 
news is that there is a movement to be more sen-
sitive to different cultures when conducting hair 
exams,” she said. “There are more dermatolo-
gists working to support those who do have tex-
tured hair and approaching the field with more 
cultural humility.” 

} Hair of Color FROM PAGE 25
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Quick TAKES

pigmentary disorders
Toxic skin-whitening products continue to cause 
controversy around hyperpigmentation treatment.

Triggers include sun exposure, hormone changes, 
family history, and endocrinological conditions.

Melasma is not simply a cosmetic issue—the chronic 
medical skin condition can cause psychological stress.

Experts Tackle Skin-
Lightening Controversy
KATIE HOBBINS | Editor

M elasma is much more than a cos-
metic complaint, said Seemal R. 
Desai, MD, FAAD, a clinical assis-
tant professor in the Department of 

Dermatology at UT Southwestern Medical Cen-
ter in Dallas, Texas, during the Skin of Color 
Society’s Virtual Media Day, held November 9, 
2021. Instead, he emphasized the chronic nature  
and acute psychological impact of melasma.  

The characteristic light brown, dark brown, 
and/or blue-gray patches on the skin can appear 
as either flat patches or frecklelike spots. Melasma 
usually affects the face, including the cheeks, 
upper lip, and forehead, as well as the forearms.1 

The most common melasma triggers include:2,3

1 SUN EXPOSURE 
UV light has been shown in both clinical 

and laboratory studies to trigger and exacerbate 
melasma. “UV light is thought to induce reac-
tive oxygen species (ROS) by activating induci-
ble nitric oxide and promoting melanogenesis,” 
wrote the authors of a study published in Der-
matology and Therapy.3 “Patients with melasma 
have also been found to have higher markers of 
oxidative stress. A seminal study showed sus-
tained pigmentation from visible light in darker 
skin types over 2 weeks compared to pigmenta-
tion from UVA-1 light. The authors also high-
lighted their finding that keratinocytes and fibro-
blasts can stimulate the process of melanogenesis 
after UV and visible light exposure. “One major 
pathway of both UV- and visible light–induced 
pigmentation is the secretion of stem cell factor 
(SCF), the ligand for the tyrosine kinase receptor, 
c-kit, which leads to downstream effects on the 
proliferation of melanocytes,” the authors wrote. 

2 HORMONE CHANGES 
The skin disorder is also referred to as the 

“mask of pregnancy.” Data show that 15% to 
50% of pregnant people present with melasma, 
according to Cleveland Clinic.1 Additionally, up 
to 33% of the overall population may get melasma 

in their lifetime, usually during the reproductive 
years but rarely during puberty.1

3 FAMILY HISTORY 
This is a known risk factor—studies have 

reported that 55% to 64% of melasma patients 
have a positive family history. 

4 THYROID DISEASE 
Investigators have looked into an associa-

tion between endocrinological conditions, such 
as thyroid disease, and melasma, but this area 
needs additional analysis and study. 

People with skin of color (SOC), such as those 
of Latin, Black, Asian, Indian, Middle Eastern, or 
Mediterranean descent, are more likely to present 
with melasma.1 The skin disorder occurs when 
melanocytes overproduce. Those with SOC have 
more active melanocytes than people with light 
skin, increasing the likelihood of the disorder.2

Approved treatments include hydroquinone, 
tretinoin, corticosteroids, and other synthetic and 
natural topical compounds that have shown vary-
ing efficacies. Aesthetic procedures such as chemi-
cal peels, microneedling, radiofrequency, and laser 
treatments are also used as mono- and combina-
tion therapies.4 “It’s important to understand that 
this is a chronic condition that has relaxing epi-
sodes,” said Janiene Luke, MD, an associate pro-
fessor in the Department of Dermatology and resi-
dency program director at Loma Linda University 
in California, who spoke with Desai during the 
virtual Media Day panel. “Despite aesthetic pro-
cedures and medical prescriptions, this condition 
can flare from time to time.” 

For many Asian patients, unapproved 
skin-bleaching creams are also a popular—and 
dangerous—treatment option. “There is, in my 
opinion, a global epidemic in skin bleaching and 
this desire for the skin to become white, bright, 
and lighter,” Desai said. “Many of these long-held 
beliefs for many cultures are due to decades- and 
century-long beliefs that have led people to con-
tinue to perpetuate the myth that lighter skin is 

more beautiful and more acceptable skin.”
Skin-bleaching or “whitening” creams 

accounted for about 80% of India’s $1 billion mois-
turizer market in 2019. In 2020, the global market 
was worth $8.6 billion, with the forecast demand 
rising to $12.3 billion by 2027.4,5 

Mercury continues to be the most danger-
ous ingredient that can be found in skin-lighten-
ing products. Using products containing mercury 
can lead to kidney damage, peripheral neuropa-
thy, scarring, and depression, among other serious 
health consequences.6,7 Although some consumers 
are moving away from whiteners containing ingre-
dients such as toxic mercury, whiteners marketed 
as natural, including glutathione, remain normal-
ized treatments in Philippine medical spas.6 The 
products’ use persists even after the Food and 
Drug Administration (FDA) Philippines issued 
several warnings on the use of injectable glu-
tathione as a skin-bleaching agent.8 “[Although] 
ingredients may be called natural or botanical, 
that does not always mean that they are safe and 
effective,” Desai said. “For example, patients get-
ting IV infusions of glutathione and intravenous 
fluid for skin lightening has become exceedingly 
popular, [despite] warnings from the FDA here in 
the US and the FDA in the Philippines and other 
countries, where this is rampant. IV infusions of 
glutathione have [been] shown to be unsafe and 
cause Stevens-Johnson syndrome, sepsis, and even 
death in some patients.” 

Desai also highlighted a specific product, pre-
viously called Fair & Lovely, which caused major 
controversy after 2020’s civil unrest and Black 
Lives Matter protests in the United States. “The 
name alone tells you [that] the fairer your skin, the 
lovelier,” he said. “But the picture on the product 
is of a darker-skinned Indian or Asian woman 
becoming lighter and brighter after using this 
product. Because of the tragedies of 2020, Uni-
lever actually received an immense amount of 
backlash for this product.9 The name has been 
switched to Glow & Lovely.” 
For full list of references, see dermatologytimes.com
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clinical insights

“Until now, dermatologists had to ‘recycle’ 
some of the breakthrough drugs that recently 
advanced treatment of other in� ammatory skin 
diseases for their patients with HS,” he told 
Dermatology Times® in a follow-up interview. 
“Everybody was so obsessed with, for example, 
psoriasis. In just a very short amount of time, 
there were many new options for moderate to 
severe psoriasis. That’s kind of happening with 
atopic dermatitis [AD]. I think HS is the next 
big frontier for a lot of this type of development.”

 HS Innovation FROM PAGE 1

In fact, more than 100 clinical trials have 
been announced or are under way for various 
biologics, Janus kinase (JAK) inhibitors, and 
other systemic drugs developed to combat the 
causes of this in� ammatory condition.2 

At the top of his watch list: biologic ther-
apies, which are being tested on more pre-
cise molecular targets or combined pathways. 
“Today, adalimumab [Humira; AbbVie] is the 
only FDA approved treatment for moderate to 
severe HS,” said Alikhan, who was the lead 

author on the 2019 North Amer-
ican clinical guidelines for HS.3 

“We have seen how big a game changer it has 
been. Having more systemic options and more 
data would give physicians additional tools to 
develop individualized treatment plans for this 
very complex disease.”

Alikhan is particularly interested in clinical 
trial results for IL-17 and IL-17a inhibitors. He 
pointed out “some promising data” for medica-
tions in the FDA pipeline, including 2 phase 3 
studies of the possible new indication for secuki-
numab (Cosentyx; Novartis) and a phase 2 study 
for bimekizumab (Bimzelx; UCB). An investi-
gational IL-17A and IL-17F inhibitor for treat-
ing moderate to severe plaque psoriasis, bimeki-
zumab is being investigated as an option for HS. 

Secukinumab’s phase 3 Sunrise and Sun-
shine (NCT03713632, and NCT03713619) tri-
als, which met their primary end points for skin 
clearance vs placebo, are in extension studies 
continuing to 52 weeks, with expected comple-
tion in the second quarter of 2022.4 Results of a 
phase 2 double-blind, placebo-controlled, ran-
domized clinical trial investigating bimekizum-
ab’s e�  cacy and safety in moderate to severe HS 
(NCT03248531) showed that the drug demon-
strated a higher HS clinical response (HiSCR) 
rate compared with placebo (57.3% vs 26.1%) at 
week 12, as well as greater clinical improvement.5

IL-1 is also getting attention, Alikhan said. 
Results of a phase 2 open-label, recombinant 
clinical trial of bermekimab (JNJ-77474462; 
Janssen Biotech) showed that 60% of patients 
treated with this human monoclonal antibody 
achieved HiSCR vs 10% in the placebo group. 
According to the authors, bermekimab “neu-
tralizes IL-1α by binding this cytokine with 
high aff inity and thereby acts as a blocker 
of IL-1α activity.” The small study (n = 20) 
involved patients who had refractory HS or were 
ineligible for adalimumab, the authors wrote.6

Complement pathways o� er another inter-
esting avenue of investigation for treating HS, 
Alikhan said. He pointed to research results 
showing that the complement pathway through 
C3 and C5 was found to produce in� ammation, 
opsonization, and bacterial lysis, according to 
the authors. C3a and C5a “are strong neutrophil 
activators and recruiters,” they wrote, which 
suggests that complement inhibition “might be 
a line of action in HS treatment.” The authors 
also noted that patients with HS had high blood 
concentration levels of C5 compared with 
healthy subjects and that “reduction of nodules 
and draining dermal tunnels was observed fol-
lowing C5a inhibition.”7
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“When I was a 
resident over a 
decade ago, the 
conventional wisdom 
was that there was 
no point in treating 

hidradenitis suppurativa 
[HS] medically because it 

is a surgical disease. Then 
that shifted to the thinking 
that HS is a disorder of 
the immune system [and] 
that medication should be 
the fi rst-line therapy. What 
I’ve seen in my practice 
is that both surgery and 
medications can work, and 

sometimes they work 
better together.”

Mirza A. Alikhan, MD
Sacramento, California

sometimes they work 
better together.

Mirza A. Alikhan, MD
Sacramento, California

medications can work, and 
sometimes they work 

better together.
Mirza A. Alikhan, MD

DT0222_CV1_014-016_028-030_CoverJumps.indd   28DT0222_CV1_014-016_028-030_CoverJumps.indd   28 1/25/22   11:48 AM1/25/22   11:48 AM



clinical insights

JAK inhibitors also may be on the hori-
zon for the HS armamentarium, Alikhan said. 
Incyte has a first-quarter 2022 start date for an 
exploratory trial (NCT04414514) of its topi-
cal JAK, ruxolitinib 1.5% cream (Opzelura), 
to treat early-stage HS.6 Opzelura gained FDA 
approval as an AD treatment last September but 
was required to carry a black box warning about 
the possibility of adverse effects including blood 
clots, cancer, and heart-related events such as 
heart attack and stroke.8 Estimated competition 
date for that trial is January 2024.

Does this free-flowing pipeline mean sur-
gery will play only a minor role in HS? “When 
I was a resident over a decade ago, the conven-
tional wisdom was that there was no point in 
treating HS medically because it is a surgical 
disease,” Alikhan said. “Then that shifted to 
the thinking that HS is a disorder of the immune 
system [and] that medication should be the first-
line therapy. What I’ve seen in my practice is 
that both surgery and medications can work, 
and sometimes they work better together.”

In his view, surgery is a good choice for 
patients who have drainage in areas of the body 
that are hard for medications to reach; may 

have persistent disease; and are larger, with 
many lesions and tunnels. “I’ve had good out-
comes pairing surgery with drugs such as adali-
mumab. Wide excision or deroofing can remove 
pesky, persistent pockets or disease-damaged 
tissue, but you still need medication to reduce 
inflammation,” Alikhan said.

Like the range of drug choices, surgery 
could be bracing for new approaches, such as 
use of preoperative ultrasoundography. Results 
of a recent study showed that ultrasoundogra-
phy improved surgical margin delineation and 
reduced recurrence.8 

“It’s not part of a regular practice yet, but 
physicians are discussing how this would fit into 
their practice,” Alikhan said. “I’ve seen so many 
ways where they use the ultrasound results as a 
way to monitor disease activity. It’s almost like 
the overlap of dermatology and radiology.”

All this underscores the fact that, although 
HS management is still complex, there are many 
more options than ever, and the pipeline will 
likely expand rapidly. 

“Patients sometimes feel abandoned if the 
doctor tries a couple of things and then gives 
up. There are always different things we can 

try until [the paitnet and I] find something that 
works,” Alikhan said. 
Disclosures
Alikhan reported no relevant disclosures.
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MOLLUSCUM CONTAGIOSUM 
Standard treatments for molluscum contagiosum 
include cryotherapy, curettage, tape stripping 
with silk tape, the duct tape method, and the 
application of topical salicylic acid and canthari-
din, said Lio, who is also founding director of the 
Chicago Integrative Eczema Center and found-
ing partner of Medical Dermatology Associates 
of Chicago, in Illinois. 

Due to its relatively favorable safety-efficacy 
balance, Lio said, he often chooses topical can-
tharidin as a first-line therapy. He noted that it is 
well tolerated and painless and, when used prop-
erly with good guidance in the appropriate patient, 
often improves outcomes. The agent has been used 
for more than 60 years as a compounded product, 
he said, but still is not FDA approved in the United 
States. However, that may soon change.

Lio pointed to results of a recent phase 3 study 
of a drug-device combination containing can-
tharidin 0.7% (VP-102; Verrica) that could pave 
the way for a new standard of treatment.2,3 “If 
everything keeps moving forward, this would be 
the only FDA-approved product to treat mollus-
cum contagiosum,” Lio said. 

This combination product may address some 

of the challenges associated with treating mol-
luscum with cantharidin, including application, 
according to an additional study.3

VP-102 offers standardization of cantharidin in 
unit dose vials, allowing direct, controlled appli-
cation, with stable concentration and a good shelf 
life, the authors reported.

Lio rated gentle cryotherapy with liquid nitro-
gen his top choice for second-line therapy for mol-
luscum contagiosum. Although the treatment can 
be uncomfortable and even leave a scar, it never-
theless remains a very effective approach, he noted. 
Curettage is also very effective, he said, but can be 
somewhat painful, if not traumatic, for the patient 
and family members.

With a release date predicted for 2022, a nitric 
oxide–releasing topical agent may prove to be a 
welcome home-treatment option for molluscum 
contagiosum. The novel agent consists of a gel con-
taining berdazimer sodium coadministered with a 
hydrogel, which promotes nitric oxide release and 
potential antiviral activity. 

“I think that something that can be applied 
at home—as opposed to the cantharidin, which 
needs to be applied in the office—has real poten-
tial,” Lio said. “Some families do not want to keep 

coming back for treatments. Some 
patients have trepidations about any 
sort of procedure, and it could even be an adjunc-
tive treatment used in addition to one of the other 
treatments. It is always difficult to compare across 
studies, but my sense is that this will be a bit less 
effective than the office-administered treatments, 
but I think that could be OK if it is gentle.”

Another option is waiting for the condition to 
resolve. “For many molluscum patients, it is very 
reasonable to use the so-called tincture of time: 
waiting and seeing if it will resolve on its own,” 
Lio said. “However, if it is causing distress, either 
from things like itch and even an eczematous der-
matitis that can develop or, more commonly, sim-
ply due to the stigma of having these infectious 
bumps in visible areas, it is reasonable to at least 
discuss treatment.” 

Patients and their families need to understand 
how long the wait could be to see results. The larg-
est cohort to date revealed that the average dura-
tion of infection is 13.3 months and 13% of cases 
remain unresolved.4

ATOPIC DERMATITIS
AD, a chronic relapsing-remitting inflammatory 
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Quick TAKES

clinical insights
Drug choices should reflect the patient’s assessment of 
disease burden along with their treatment history and goals.

Advances in the atopic dermatitis armamentarium 
target both itch and skin clearance.

New nonsteroidal drugs and an at-home topical 
gel/hydrogel could treat molluscum contagiosum.

skin disease, is characterized by intensely pru-
ritic skin lesions. Repeated scratching can trig-
ger a self-perpetuating itch-scratch cycle, which 
can have significant negative psychosocial con-
sequences and a negative impact on the patient’s 
quality of life. Topical steroids are the standard 
of care for flare-ups, followed by novel topicals 
including pimecrolimus (Elidel) and tacrolimus, 
ideally used for long-term maintenance. 

FDA approved in September 2021, ruxolitinib 
cream (Opzelura; Incyte) is “a new, exciting topical 
JAK inhibitor topical agent that has very recently 
become available for the treatment of [AD],” 
according to Lio. “I have been very pleased with 
the efficacy of ruxolitinib cream in the small num-
ber of patients under follow-up so far,” he said. “It 
seems to be more powerful than tacrolimus and 
pimecrolimus for the patients that I have seen who 
have used 1 or both of those agents in the past. 
That is very exciting because I like to minimize 
the use of steroids when possible, and this may be 
a viable nonsteroidal choice for some.”

Although ruxolitinib carries a black box warn-
ing and the risk may be real, Lio said, the warn-
ing does not give a good sense of how likely those 
risks are for a given patient. According to Lio, since 
around 2005, both tacrolimus and pimecrolimus 
topicals, for instance, have had this warning: 

“Long-term safety of topical calcineurin inhib-
itors has not been established. Although a causal 
relationship has not been established, rare cases 
of malignancy (eg, skin and lymphoma) have been 
reported in patients treated with topical calcineu-
rin inhibitors…” (For more on ruxolitinib’s black 
box warning, see “How to Explain JAK Inhibitor 
Warnings to Patients on page 18.”)

The results of a recent study including 10 years 
of data on the use of tacrolimus in children pro-
vide among the best long-term safety data in der-
matology, Lio said. The authors found that there 
is no support for the hypothesis that topical tac-
rolimus increases long-term cancer risk in children 
with AD.5 

“We have this disconnect that the specific 
medication, when used in this context, does not 
seem to have a significant risk, making our job very 
difficult,” Lio said. “We never want to be dismiss-
ive or undermine a warning like this, but for an 
actual patient and their family, we want to be hon-
est, open, and accurate.” 

Less is known of topical ruxolitinib because 
longer-term studies are lacking, and oral JAK 
inhibitors have black box warnings similar to 
this topical’s. Nevertheless, ruxolitinib may be 
an important new option for some patients once 
its safety and treatment cost are appropriately 
addressed, he added.

Asivatrep is another new and promising treat-
ment option on the horizon for AD. The excit-

ing aspect of this topical medication is that it tar-
gets the itch and thus may be safer than other top-
icals used for AD. In a recent study, investigators 
reported that at week 8, significantly more patients 
in the asivatrep group (36.0%) than in the vehicle 
group (12.8%) had IgA scores of 0 or 1. The mean 
SD change in the pruritus visual analog scale score 
at week 8 was –2.3 ± 2.4 for the asivatrep group 
and –1.5 ± 2.4 for the vehicle group. No signifi-
cant safety issues were reported.6

Until the oral JAK inhibitors receive approval 
for AD in the United States, patients with this 
condition can use dupilumab (Dupixent; Sanofi 
and Regeneron) or the recently approved traloki-
numab (Adbry; LEO Pharma) for moderate to 
severe disease. According to Lio, the biologic 
agents may be more of a first-line systemic agent 
for many patients. Dupilumab and tralokinumab 
have similar safety profiles and comparable effi-
cacy, and neither requires laboratory monitoring. 
Because they are very targeted anti-inflammatory 
treatments, they are generally not considered to be 
immunosuppressants and do not have black box 
warnings, Lio said.

“We have many unmet needs in dermatology 
and especially for our eczema patients,” Lio noted. 
“I have a very enriched clinic for patients who have 
tried and failed a number of other treatments and 
are suffering very much. So, I think the key is to 
engage in a shared decision-making process with 
the patient and family to discuss the burden of the 
disease, the different treatment options, what has 

been tried, and what their treatment goals are.” 
The best therapeutic approaches tend to 

work on cooling the inflammation, calming the 
itch, strengthening the skin barrier, and rebal-
ancing the microbiome, which sometimes can be 
done with gentle, safe treatments. However, when 
those options fall short, more powerful approaches 
should be considered even in the face of some risk, 
which needs to be candidly discussed with the 
patient, he added. 

Oral JAK inhibitors offer the promise of some 
of the most impressive efficacy data for AD, Lio 
said, although there are important risks to review 
and monitor. If they receive FDA approval, these 
agents may be an extremely important treatment 
option for those who cannot use a biologic, have 
not benefited enough from one, or experience 
adverse effects from them. 

“There are a tremendous number of new treat-
ments finally being realized,” Lio said. “With this 
also comes a new and deeper understanding of 
the underlying disease. Sorting out the nuances 
of these therapies will take time and experience, 
but with the right connection among pediatric 
patients, their families, and the clinician, it should 
be  fruitful.”  
Disclosures 
Lio is a speaker for Eli Lilly and Company, Galderma, LEO Pharma, L’Oréal, Pfizer, 
Regeneron Pharmaceuticals, and Sanofi Genzyme; serves on the advisory boards 
of AbbVie, Almirall, Altus Labs, Amyris, AOBiome, Arbonne, ASLAN Pharmaceuti-
cals, Bodewell, Burt’s Bees, Dermavant Sciences, Eli Lilly and Company, Exeltis, 
Galderma, IntraDerm, Johnson & Johnson, Kimberly-Clark, KP Away, LEO Phar-
maceuticals, Level Ex, L’Oréal, Menlo Therapeutics, Micreos, MyOR Diagnostics, 
Pfizer, Pierre Fabre, Regeneron Pharmaceuticals, Sanofi Genzyme, Theraplex, Uni-
lever, Verrica Pharmaceuticals, and Yobee Care; conducts research for AbbVie, 
AOBiome, Regeneron Pharmaceuticals, and Sanofi Genzyme; is a patent holder 
for Theraplex AIM (patent pending); and is a stockholder in Altus Labs, KP Away, 
LearnSkin, Micreos, and Yobee Care.

References
1  Lio P. What’s new and hot in dermatology. Presented at: 2022 Winter Clinical Der-

matology Conference; January 14-19, 2022; Koloa, HI, and virtual.

2  Eichenfield L, Hebert A, Mancini A, Rosen T, Weiss J. Therapeutic approaches 
and special considerations for treating molluscum contagiosum. J Drugs Derma-
tol. 2021;20(11):1185-1190. doi:10.36849/jdd.6383

3  Eichenfield LF, McFalda W, Brabec B, et al. Safety and efficacy of VP-102, a pro-
prietary, drug-device combination product containing cantharidin, 0.7% 
(w/v), in children and adults with molluscum contagiosum: two phase 3 ran-
domized clinical trials. JAMA Dermatol. 2020;156(12):1315-1323. doi:10.1001/
jamadermatol.2020.3238

4  Olsen JR, Gallacher J, Finlay AY, Piguet V, Francis NA. Time to resolution and effect 
on quality of life of molluscum contagiosum in children in the UK: a prospective 
community cohort study. Lancet Infect Dis. 2015;15(2):190-195. doi:10.1016/
S1473-3099(14)71053-9

5  Paller AS, Fölster-Holst R, Chen SC, et al. No evidence of increased cancer inci-
dence in children using topical tacrolimus for atopic dermatitis. J Am Acad Der-
matol. 2020;83(2):375-381. doi:10.1016/j.jaad.2020.03.075

6  Park CW, Kim BJ, Lee YW, et al. Asivatrep, a TRPV1 antagonist, for the topical treat-
ment of atopic dermatitis: phase 3, randomized, vehicle-controlled study (CAP-
TAIN-AD). J Allergy Clin Immunol. 2021;S0091-6749(21)01456-1. doi:10.1016/j.
jaci.2021.09.024

SUBSCRIBE FOR 
PRACTICAL TIPS 
AND VALUABLE 
RESOURCES.

“I have been very pleased with 
the efficacy of ruxolitinib cream 
in the small number of pediatric 
patients under follow-up so far. It 
seems to be more powerful than 
tacrolimus and pimecrolimus for 
the patients that I have seen who 
have used 1 or both of those 
agents….That is very exciting 
because I like to minimize the 
use of steroids when possible, 
and this may be a viable 
nonsteroidal choice for some.”
Peter Lio, MD, FAAD
Chicago, Illinois 

DermatologyTimes®February 2022

30

DT0222_CV1_014-016_028-030_CoverJumps.indd   30DT0222_CV1_014-016_028-030_CoverJumps.indd   30 1/25/22   11:12 AM1/25/22   11:12 AM



31
MarketplaceDermatologyTimes® FEBRUARY 2022

PRACTICE FOR SALE

Partner with a leader that has 
40+ years of authority and trust in 
dermatology.

Contact me to place your ad today.

Joanna Shippoli
(440) 891-2615
jshippoli@mjhlifesciences.com

YOU MAKE THE
DECISIONS

WE DO THE
LEGWORK

When you sell your practice to

Integrated Dermatology, you become

a partner, not an employee.You will

maintain control over how, when,

and with whom you practice.

We take care of the back-office,so

you can focus on your patients.

DISCOVER OPTIONS FOR
SELLING YOUR PRACTICE

Call 561-464-5472 or visit

theIDadvantage.comPatient Focused. Doctor Driven.
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Reach your  
target audience. 

Our audience.
Contact me today 
to place your ad.

Joanna Shippoli
(440) 891-2615 
jshippoli@mjhlifesciences.com

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

MARKETPLACE

NEW YORK

Well-established private 
dermatology practice and 
building for sale in Auburn, 
N.Y.  Close to Skaneateles 

in the beautiful Finger 
Lakes region of Central 

New York.  

Please contact 
pamforesman@verizon.net 

or call 
315-252-7539

FLORIDA

Blue Ocean Dermatology, 
committed to high-

quality customer care 
and preventative health 

treatment, is seeking a full-
time BC/BE Dermatologist in 

Volusia County, FL.

This position offers 
a competitive salary, 
generous leave and 

benefi ts package, and 
$5,000 relocation bonus. 

Please submit all inquiries 
and your CV to: amy@

blueoceandermatology.com

                   Lexington Clinic is seeking a  
                   BC/BE DERMATOLOGIST to join a busy    
                 practice in Lexington, Kentucky.  This  
               opportunity will include clinical and  
            cosmetic (if desired) dermatology.  

                                                   This is an exciting time to join a well- 
                                         established multi-specialty group poised for growth  
                              and expansion.  

• Autonomy
• Flexible schedule 
•  Experienced and dedicated multi-

specialty peer network
•  Competitive compensation with 

significant earning potential 
•  $150k SIGNING/RETENTION BONUS

Lexington Clinic is Central Kentucky’s oldest and largest multi-specialty 
group practice, consisting of more than 130 physicians, 50 mid-level 
providers, and 800+ employees. It offers 35+ medical specialties across 
20 locations throughout Central and Eastern Kentucky.

LEXINGTON 
CLINIC  

DERMATOLOGY

INTERESTED CANDIDATES CONTACT:
Audra Davidson
Manager, Physician Recruitment
Lexington Clinic
859.230.4417 | adavi@lexclin.com
LEXINGTONCLINIC.COM Lexington Clinic is an Equal 

Opportunity Employer

AS
PART OF

OUR TEAM
YOU WILL

HAVE 
ACCESS TO

KENTUCKY

Reach practicing dermatologists.
Contact me to place your ad.
JOANNA SHIPPOLI • ADVERTISING 
(440) 891-2615 • jshippoli@mjhlifesciences.com
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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 Nabat Henderson | Physician Recruiter  
nhenderson1@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

About Penn State Health:
Penn State Health is a multi-hospital health system serving patients 
and communities across 29 counties in central Pennsylvania. It employs 
more than 14,000 people systemwide. The system includes Penn 
State Health Milton S. Hershey Medical Center, Penn State Children’s 
Hospital, and Penn State Cancer Institute based in Hershey, PA; Penn 
State Health St. Joseph Medical Center in Reading, PA; and more than 
2,000 physicians and direct care providers at more than 100 medical 
office locations. Additionally, the system jointly operates various health 
care providers, including Penn State Health Rehabilitation Hospital, 
Hershey Outpatient Surgery Center, Hershey Endoscopy Center, 
Horizon Home Healthcare and Pennsylvania Psychiatric Institute. In 
December 2017, Penn State Health partnered with Highmark Health 
to facilitate creation of a value-based, community care network in 
the region. Penn State Health shares an integrated strategic plan 
and operations with Penn State College of Medicine, the university’s 
medical school. With campuses in State College and Hershey, PA; 
the College of Medicine boasts a portfolio of more than $90 million 
in funded research and more than 1,700 students and trainees in 
medicine, nursing, other health professions and biomedical research.

For immediate consideration, please contact:
Nabat Henderson
Physician Recruiter, Penn State Health
Email: nhenderson1@pennstatehealth.psu.edu
Penn State Health is fundamentally committed to the diversity of our faculty and staff. We believe diversity is unapologetically expressing itself through every person’s perspectives and lived experiences. We 
are an equal opportunity and affirmative action employer. All qualified applicants will receive consideration for employment without regard to age, color, disability, gender identity or expression, marital 
status, national or ethnic origin, political affiliation, race, religion, sex (including pregnancy), sexual orientation, veteran status, and family medical or genetic information.

Penn State Holy Spirit Medical Group is seeking 
Dermatologists with clinical expertise in general 
dermatology to join our growing community 
practice at our Camp Hill office. 

What we’re seeking:
• Medical degree - MD, DO, or foreign equivalent
• Completion of an accredited residency program
• Excellent patient care abilities and interest in teaching

As a member of The Department of Dermatology 
you will be associated with:

• An outstanding program with a national reputation
• A highly collaborative culture
• Cutting-edge basic and clinical dermatology research

and top-notch facilities at both the Hershey and the
University Park campuses

• Interaction with dynamic clinicians across all
dermatology-related departments and participation in
innovative educational approaches
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AVAILABLE 
NOW

WINLEVI is a registered trademark of Cassiopea, S.p.A., used under 
exclusive license. All other trademarks are property of their respective 
owners. ©2021 Sun Dermatology, a division of Sun Pharmaceutical 
Industries, Inc. All rights reserved. PM-US-WIN-0081 01/22WINLEVI-HCP.com
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