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Coping During 
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With Joel M. Gelfand, MD, MSCE

Watch Dr Gelfand discuss the answers to 
these questions and more in our newest 

video series, Coping During COVID

®

“How do I talk with my psoriasis patients about staying 
safe during the pandemic?”

“Are my patients at a higher risk for severe COVID infection?”

“Should we continue with systemic therapies?”



CLEARRAPIDDURABLE 4 DOSES PER YEARCLEARRAPID

Nothing less than the opportunity 
for durable skin clearance.1 

For your patients, that’s everything.

Reliable 3-month dosing
 after 2 initiation doses

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

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

response 4 weeks 
after fi rst dose2,3

The majority of patients 
achieved PASI 100 at 

Week 521,2

Most patients achieved 
PASI 90 at Week 16 and 

maintained it at 
Week 521,2

TURN THE PAGE TO VIEW THE

SAFETY CONSIDERATIONS1

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

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

LONG-TERM DATA

An IL-23 inhibitor for adults with moderate to severe plaque 
psoriasis who are candidates for systemic therapy or phototherapy1
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AN IL-23 INHIBITOR FOR ADULTS WITH MODER ATE TO SEVERE PL AQUE PSORIASIS1AN IL-23 INHIBITOR FOR ADULTS WITH MODER ATE TO SEVERE PL AQUE PSORIASIS

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

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

ULTIMMA-2ULTIMMA-1 ULTIMMA-2ULTIMMA-1 ULTIMMA-2ULTIMMA-1

75%75% 84%88% 51%36%
(220/294)(229/304) (246/294)(267/304) (149/294)(109/304)

2%5% 5%8% 2%0%
(2 /98)(5/102) (5/98)(8/102) (2 /98)(0/102)

Study Design: UltIMMa-1 (N=506) and ultIMMa-2 (N=491) were replicate phase 3, randomized, double-blind, placebo- and active-controlled 
studies to evaluate the e�  cacy and safety of SKYRIZI (150 mg) vs placebo over 16 weeks and biologic active control over 52 weeks in adult 
patients with moderate to severe plaque psoriasis. SKYRIZI (150 mg) was given as 2 subcutaneous injections at Weeks 0, 4, and every 12 
weeks thereafter.2

NRI=Non-Responder Imputation. 

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

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

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

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

RCT=Randomized Controlled Trial.  (Analysis 6/28/2019)

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

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

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

©2020 AbbVie Inc. Nor th Chicago, IL 6006 4 US-SK ZD-200128 April 2020 Printed in U.S.A.

INDICATION1

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

IMPORTANT SAFETY INFORMATION1

Infection
•   SKYRIZI™ (risankizumab-rzaa) may increase the 

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

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

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

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

E XPLORE LONG-TERM DATA AT VIEW THEDATA.COM

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

Immunizations
•   Prior to initiating SKYRIZI, consider completion of 

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

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

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

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

References: 1. SKYRIZI [package insert]. North Chicago, IL: AbbVie Inc. 2. Gordon 
KB, Strober B, Lebwohl M, et al. E�  cacy and safety of risankizumab in moderate-to-
severe plaque psoriasis (UltIMMa-1 and UltIMMa-2): results from two double-blind, 
randomised, placebo-controlled and ustekinumab-controlled phase 3 trials. Lancet. 
2018;392(10148):650-661. 3. Lebwohl M, Bachelez H, Valdecantos WC, Wu T, et al. E�  cacy 
and safety of risankizumab in moderate-to-severe plaque psoriasis: an integrated analysis 
of UltIMMa-1 and UltIMMa-2. Poster presented at: American Academy of Dermatology 
Annual Meeting; March 1-5, 2019; Washington, DC. 4. Data on fi le, ABVRRTI69209. 
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AT WEEK 52 AT WEEK 136

MAINTENANCE OF RESPONSE

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

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

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

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

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

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

*Analysis conducted 8/6/2019.
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Infection
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risk of infection. Do not initiate treatment with 
SKYRIZI in patients with a clinically important 
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recurrent infection, consider the risks and benefi ts 
prior to prescribing SKYRIZI. Instruct patients to 
seek medical advice if signs or symptoms of 
clinically important infection occur. If a patient 
develops such an infection or is not responding to 
standard therapy, closely monitor and discontinue 
SKYRIZI until the infection resolves. 

Pre-Treatment Evaluation for Tuberculosis (TB)
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for TB infection and consider treatment in patients 
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E XPLORE LONG-TERM DATA AT VIEW THEDATA.COM

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

Immunizations
•   Prior to initiating SKYRIZI, consider completion of 
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current immunization guidelines. Avoid use of live 
vaccines in patients treated with SKYRIZI.
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•   Most common (≥1%) adverse reactions associated 
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Please see the Brief Summary of the full Prescribing Information 
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References: 1. SKYRIZI [package insert]. North Chicago, IL: AbbVie Inc. 2. Gordon 
KB, Strober B, Lebwohl M, et al. E�  cacy and safety of risankizumab in moderate-to-
severe plaque psoriasis (UltIMMa-1 and UltIMMa-2): results from two double-blind, 
randomised, placebo-controlled and ustekinumab-controlled phase 3 trials. Lancet. 
2018;392(10148):650-661. 3. Lebwohl M, Bachelez H, Valdecantos WC, Wu T, et al. E�  cacy 
and safety of risankizumab in moderate-to-severe plaque psoriasis: an integrated analysis 
of UltIMMa-1 and UltIMMa-2. Poster presented at: American Academy of Dermatology 
Annual Meeting; March 1-5, 2019; Washington, DC. 4. Data on fi le, ABVRRTI69209. 
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SKYRIZI® (sky-RIZZ-ee) (risankizumab-rzaa) injection, for subcutaneous use PROFESSIONAL BRIEF SUMMARY 
CONSULT PACKAGE INSERT FOR FULL 
PRESCRIBING INFORMATION

INDICATIONS AND USAGE
SKYRIZI® is indicated for the treatment of moderate-to-severe plaque 
psoriasis in adults who are candidates for systemic therapy or phototherapy. 
CONTRAINDICATIONS
None. 
WARNINGS AND PRECAUTIONS
Infections
SKYRIZI may increase the risk of infections. In clinical studies, infections 
occurred in 22.1% of the SKYRIZI group compared to 14.7% of the placebo 
group through 16 weeks of treatment. Upper respiratory tract infections and 
tinea infections occurred more frequently in the SKYRIZI group than in the 
placebo group. Subjects with known chronic or acute infections were not 
enrolled in clinical studies [see Adverse Reactions]. 
The rate of serious infections for the SKYRIZI group and the placebo group 
was ≤ 0.4%. Treatment with SKYRIZI should not be initiated in patients with 
any clinically important active infection until the infection resolves or is 
adequately treated. 
In patients with a chronic infection or a history of recurrent infection, 
consider the risks and benefits prior to prescribing SKYRIZI. Instruct patients 
to seek medical advice if signs or symptoms of clinically important infection 
occur. If a patient develops such an infection or is not responding to 
standard therapy, monitor the patient closely and do not administer SKYRIZI 
until the infection resolves. 
Pre-treatment Evaluation for Tuberculosis
Evaluate patients for tuberculosis (TB) infection prior to initiating treatment 
with SKYRIZI. Across the Phase 3 psoriasis clinical studies, of the  
72 subjects with latent TB who were concurrently treated with SKYRIZI and 
appropriate TB prophylaxis during the studies, none developed active TB 
during the mean follow-up of 61 weeks on SKYRIZI. Two subjects taking 
isoniazid for treatment of latent TB discontinued treatment due to liver 
injury. Of the 31 subjects from the IMMHANCE study with latent TB who did 
not receive prophylaxis during the study, none developed active TB during 
the mean follow-up of 55 weeks on SKYRIZI. Consider anti-TB therapy prior 
to initiating SKYRIZI in patients with a past history of latent or active TB 
in whom an adequate course of treatment cannot be confirmed. Monitor 
patients for signs and symptoms of active TB during and after SKYRIZI 
treatment. Do not administer SKYRIZI to patients with active TB. 
Immunizations
Prior to initiating therapy with SKYRIZI, consider completion of all age 
appropriate immunizations according to current immunization guidelines. 
Avoid use of live vaccines in patients treated with SKYRIZI. No data are 
available on the response to live or inactive vaccines. 
ADVERSE REACTIONS
The following adverse reactions are discussed in greater detail in other 
sections of labeling: 
• Infections [see Warnings and Precautions]
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, 
adverse drug reaction rates observed in the clinical trials of a drug cannot 
be directly compared to rates in the clinical trials of another drug and may 
not reflect the rates observed in practice. 
A total of 2234 subjects were treated with SKYRIZI in clinical development 
studies in plaque psoriasis. Of these, 1208 subjects with psoriasis were 
exposed to SKYRIZI for at least one year. 
Data from placebo- and active-controlled studies were pooled to evaluate 
the safety of SKYRIZI for up to 16 weeks. In total, 1306 subjects were 
evaluated in the SKYRIZI 150 mg group. 
Table 1 summarizes the adverse drug reactions that occurred at a rate of at 
least 1% and at a higher rate in the SKYRIZI group than the placebo group 
during the 16-week controlled period of pooled clinical studies. 

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

Adverse Drug Reactions
SKYRIZI 
N = 1306 

n (%)

Placebo 
N = 300 

n (%)

Upper respiratory infectionsa 170 (13.0) 29 (9.7)

Headacheb 46 (3.5) 6 (2.0) 

Fatiguec 33 (2.5) 3 (1.0)

Injection site reactionsd 19 (1.5) 3 (1.0)

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

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

Safety through Week 52
Through Week 52, no new adverse reactions were identified and the rates 
of the adverse reactions were similar to those observed during the first 16 
weeks of treatment. During this period, serious infections that led to study 
discontinuation included pneumonia. 
Immunogenicity
As with all therapeutic proteins, there is potential for immunogenicity.  
The detection of antibody formation is highly dependent on the sensitivity 
and specificity of the assay. Additionally, the observed incidence of antibody 
(including neutralizing antibody) positivity in an assay may be influenced 
by several factors including assay methodology, sample handling, timing 
of sample collection, concomitant medications, and underlying disease. 
For these reasons, comparison of the incidence of antibodies in the studies 
described below with the incidence of antibodies in other studies or to other 
products, including other risankizumab products, may be misleading. 
By Week 52, approximately 24% (263/1079) of subjects treated with 
SKYRIZI at the recommended dose developed antibodies to risankizumab-
rzaa. Of the subjects who developed antibodies to risankizumab-rzaa, 
approximately 57% (14% of all subjects treated with SKYRIZI) had antibodies 
that were classified as neutralizing. Higher antibody titers in approximately 
1% of subjects treated with SKYRIZI were associated with lower 
risankizumab-rzaa concentrations and reduced clinical response. 
DRUG INTERACTIONS
Live Vaccinations
Avoid use of live vaccines in patients treated with SKYRIZI [see Warnings 
and Precautions]. 
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Limited available data with SKYRIZI use in pregnant women are insufficient 
to evaluate a drug associated risk of major birth defects, miscarriage, 
or adverse maternal or fetal outcome. Human IgG is known to cross the 
placental barrier; therefore, SKYRIZI may be transmitted from the mother to 
the developing fetus. 
In an enhanced pre- and post-natal developmental toxicity study, pregnant 
cynomolgus monkeys were administered subcutaneous doses of 5 and  
50 mg/kg risankizumab-rzaa once weekly during the period of 
organogenesis up to parturition. At the 50 mg/kg dose [20 times the 
maximum recommended human dose (MRHD); 2.5 mg/kg based on 
administration of a 150 mg dose to a 60 kg individual], increased  
fetal/infant loss was noted in pregnant monkeys (see Data). No 
risankizumab-rzaa-related effects on functional or immunological 
development were observed in infant monkeys from birth through 6 months 
of age. The clinical significance of these findings for humans is unknown. 
All pregnancies have a background risk of birth defect, loss, or other 
adverse outcomes. The estimated background risk of major birth defects 
and miscarriage for the indicated population is unknown. In the U.S. general 
population, the estimated background risk of major birth defects and 
miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 
20%, respectively. 
Data
Animal Data
An enhanced pre- and post-natal developmental toxicity study was 
conducted in cynomolgus monkeys. Pregnant cynomolgus monkeys were 
administered weekly subcutaneous doses of risankizumab-rzaa of 5 or  
50 mg/kg from gestation day 20 to parturition and the cynomolgus monkeys 
(mother and infants) were monitored for 6 months after delivery. No 
maternal toxicity was noted in this study. There were no treatment-related 
effects on growth and development, malformations, developmental 
immunotoxicology or neurobehavioral development. However, a dose-
dependent increase in fetal/infant loss was noted in the risankizumab-
rzaa-treated groups (32% and 43% in the 5 mg/kg and 50 mg/kg groups, 
respectively) compared to the vehicle control group (19%). The increased 
fetal/infant loss in the 50 mg/kg group was considered to be related to 
risankizumab-rzaa treatment. The no observed adverse effect level (NOAEL) 
for maternal toxicity was identified as 50 mg/kg (20 times the MRHD, 
based on mg/kg comparison) and the NOAEL for developmental toxicity was 
identified as 5 mg/kg (2 times the MRHD, based on mg/kg comparison). 
In the infants, mean serum concentrations increased in a dose-dependent 
manner and were approximately 17-86% of the respective maternal 
concentrations. Following delivery, most adult female cynomolgus monkeys 
and all infants from the risankizumab-rzaa-treated groups had measurable 
serum concentrations of risankizumab-rzaa up to 91 days postpartum. 
Serum concentrations were below detectable levels at 180 days postpartum. 
Lactation
Risk Summary
There are no data on the presence of risankizumab-rzaa in human milk, the 
effects on the breastfed infant, or the effects on milk production. Maternal 
IgG is known to be present in human milk. The developmental and health 
benefits of breastfeeding should be considered along with the mother’s 
clinical need for SKYRIZI and any potential adverse effects on the breastfed 
infant from SKYRIZI or from the underlying maternal condition. 
Pediatric Use
The safety and efficacy of SKYRIZI in pediatric patients less than 18 years of 
age have not yet been established. 
Geriatric Use
Of the 2234 subjects with plaque psoriasis exposed to SKYRIZI, 243 subjects 
were 65 years or older and 24 subjects were 75 years or older. No overall 
differences in risankizumab-rzaa exposure, safety or effectiveness were 
observed between older and younger subjects who received SKYRIZI. 
However, the number of subjects aged 65 years and older was not sufficient 
to determine whether they respond differently from younger subjects. 
OVERDOSAGE
In the event of overdosage, monitor the patient for any signs or symptoms 
of adverse reactions and administer appropriate symptomatic treatment 
immediately. 
NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenicity and mutagenicity studies have not been conducted with 
SKYRIZI. 

No effects on male fertility parameters were observed in sexually mature 
male cynomolgus monkeys subcutaneously treated with 50 mg/kg 
risankizumab-rzaa (at 20 times the clinical exposure at the MRHD, based on 
mg/kg comparison) once weekly for 26 weeks. 
PATIENT COUNSELING INFORMATION
Advise the patient and/or caregiver to read the FDA-approved patient 
labeling (Medication Guide and Instructions for Use) before starting SKYRIZI 
therapy and to reread the Medication Guide each time the prescription is 
renewed. Advise patients of the potential benefits and risks of SKYRIZI. 
Infections
Inform patients that SKYRIZI may lower the ability of their immune system 
to fight infections. Instruct patients of the importance of communicating 
any history of infections to the healthcare provider and contacting their 
healthcare provider if they develop any symptoms of an infection [see 
Warnings and Precautions]. 
Administration Instruction
Instruct patients or caregivers to perform the first self-injected dose under 
the supervision and guidance of a qualified healthcare professional for 
training in preparation and administration of SKYRIZI, including choosing 
anatomical sites for administration, and proper subcutaneous injection 
technique. 
Instruct patients or caregivers to administer two 75 mg single-dose syringes 
to achieve the 150 mg dose of SKYRIZI. 
Instruct patients or caregivers in the technique of needle and syringe 
disposal. 

Manufactured by:
AbbVie Inc.
North Chicago, IL 60064, USA 
US License Number 1889
SKYRIZI® is a registered trademark of AbbVie Biotechnology Ltd.
© 2019-2020 AbbVie Inc.
Ref: 20063596-R1  Revised March, 2020

LAB-3552 MASTER
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The psoriasis treatment landscape keeps changing for the bet-
ter, with newer injectable and topical therapies available for 
patients with mild, moderate, and severe disease. Within the 

past 2 years alone, the FDA has approved some new indications for 
already existing therapies and new topical formulations.

In April 2019, a new formulation of halobetasol proprionate and 
tazarotene lotion 0.01%/0.045% (HP/TAZ;) was approved by the FDA.1 
The advantage of this formulation is that it combines two older, but 
effective, psoriasis therapies—tazarotene and halobetasol (in lower 
concentrations than we currently have available)—into one topical 
using an elegant, high-tech vehicle. This gives our patients the best of 
both worlds. The new vehicle suspends these active ingredients in a 
moisturizing emulsion that reduces irritation associated with tazaro-
tene while allowing for long-term use (up to 24 weeks of continuous 
use and 52 weeks as needed) of the topical steroid halobetasol without 
the risk of adverse events, such as stretch marks and skin thinning.2 In 
other words, this new option improves the efficacy of these two medi-
cations while minimizing their separate adverse effects. HP/TAZ lotion, 
with its lower concentration of active ingredients, was also found to be 
as effective as the higher strength, commercially available halobetasol.3 
This therapy is particularly helpful for patients with thick plaques who 
may need more than 2 to 4 weeks of topical treatment to improve. 

In March 2020, the FDA approved the expanded indication of 
ixekizumab for the treatment of pediatric patients aged 6 years or 
older.4 This is the first IL-17 to receive approval for pediatric patients. 
This approval not only gives us another option for pediatric patients 
beyond the use of certain FDA-approved tumor necrosis factor 

(TNF) inhibitors, but it adds another layer of safety and security for 
all of our patients, including adults. Even more recently, the Europe-
an Union approved secukinumab for pediatric patients with psoriasis 
aged 6 years and older; the FDA approval for secukinumab to treat 
pediatric psoriasis is currently pending.5 In addition, ustekinumab 
was approved for pediatric patients in late July.6

Guselkumab also received approval for adult psoriatic arthritis (PsA) 
at the same dose approved for psoriasis in July 2020 and is the first 
IL-23 to be approved for this indication.7 This approval is an interesting 
one because IL-23 was not originally considered an effective treatment 
for PsA. However, the clinical trial data showed a greater percentage of 
participants in both studies achieved the primary end point (20% im-
provement in the American College of Rheumatology score) compared 
with placebo.8,9 The psoriasis dosing in PSA trended toward significant 
inhibition of structural damage of joint disease at week 24 vs placebo 
and less radiographic progression of joint disease through week 52. The 
approval of guselkumab opens up new thinking about the process and 
possible therapeutic options for the treatment of PsA.

Lastly, a new formulation of calcipotriene and betamethasone di-
propionate was approved in late July 2020.10 This new formulation is 
exciting because it takes an established topical psoriasis therapy and 
uses a less greasy cream vehicle instead of the ointment. Addition-
ally, the clinical trial data showed that the cream formulation was 
more effective than the ointment formulation, with a 14.6% differ-
ence in treatment success in favor of the cream formulation.11 

Patients with psoriasis have more safe and effective treatment 
options than ever before, and our armamentarium will only continue 
to grow as more therapies in the pipeline are approved. In addition 
to being able to effectively treat psoriasis, we are also learning about 
how these treatments could possibly improve patients’ comorbidi-
ties and quality of life. Kristi Hawley, DO, contributing author for The 
Dermatologist’s Psoriasis Center of Excellence, has covered our un-
derstanding of the links between psoriasis and various comorbidities 
in her Psoriasis and Comorbidity Series, including obesity, diabetes, 
and cardiovascular disease.12,13 April Armstrong, MD, was featured in 
our podcast series Pearls in Psoriasis, where she discussed the impact 
of mental health on patients with psoriasis and their satisfaction with 
physicians (you can preview an excerpt of her episode on page 25).14 

Thus far in 2020, we have seen some amazing advances, both ap-
proved and in the pipeline, for psoriasis. The next step for us is a cure. n

Dr Green is clinical professor of dermatology at George Washington 
University School of Medicine & Health Scieinces in Washington, DC.

Disclosure: Dr Green is an investigator, speaker, and/or consultant for Ortho 
Dermatologics, Eli Lilly and Company, Novartis, Janssen, and MC2 Therapeutics. 

Lawrence Green, MD, clinical professor of dermatology at 
George Washington University School of Medicine & Health 
Sciences in Washington, DC

Advances in Psoriasis Therapies
Lawrence Green, MD

To view references, visit the-dermatologist.com/article/0820-
psoriais-supplement-guested



Infections
ILUMYA™ may increase the risk of infection. Treatment with ILUMYA™ should 
not be initiated in patients with a clinically important active infection until 
the infection resolves or is adequately treated.

Consider the risks and benefi ts of treatment prior to prescribing ILUMYA™ in patients with a chronic infection or a history of recurrent 
infection. Instruct patients receiving ILUMYA™ to seek medical help if signs or symptoms of clinically important chronic or acute 
infection occur. If a patient develops a clinically important or serious infection, or is not responding to standard therapy, closely 
monitor and consider discontinuation of ILUMYA™ until the infection resolves. 

Pretreatment Evaluation for Tuberculosis
Evaluate patients for tuberculosis (TB) infection prior to initiating treatment with ILUMYA™. Do not administer ILUMYA™ to patients 
with active TB infection. Initiate treatment of latent TB prior to administering ILUMYA™. Consider anti-TB therapy prior to initiation 
of ILUMYA™ in patients with a past history of latent or active TB in whom an adequate course of treatment cannot be confi rmed. 
Patients receiving ILUMYA™ should be monitored closely for signs and symptoms of active TB during and after treatment.

Immunizations
Prior to initiating therapy with ILUMYA™, consider completion of all age-appropriate immunizations according to current 
immunization guidelines. Patients treated with ILUMYA™ should not receive live vaccines. 

Adverse Reactions
The most common (≥1%) adverse reactions associated with ILUMYA™ treatment that were more frequent than in the placebo 
group are upper respiratory infections, injection-site reactions, and diarrhea.

Please see Brief Summary of Full Prescribing Information on the next page or visit ILUMYApro.com.
IMPORTANT SAFETY INFORMATION 
CONTRAINDICATIONS

ILUMYA™ is contraindicated in patients with a previous serious hypersensitivity reaction to tildrakizumab or to any of the excipients.

WARNINGS AND PRECAUTIONS

Hypersensitivity
Cases of angioedema and urticaria occurred in ILUMYA™-treated subjects in clinical trials. If a serious allergic reaction occurs, 
discontinue ILUMYA™ immediately and initiate appropriate therapy.

References: 1. Thaçi D, Iversen L, Pau-Charles I, et al. Long-term e�  cacy and safety of tildrakizumab in patients with moderate-to-severe psoriasis who were responders at week 28: 
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of Dermatology Annual Meeting; March 1-5, 2019; Washington DC. 5. Gooderham M, Papp KA, Blauvelt, A, et al. E�  cacy and safety of long-term tildrakizumab for plaque psoriasis: 
3-year results from reSURFACE 2. Poster presented at: American Academy of Dermatology Annual Meeting; March 1-5, 2019; Washington DC.

* From a post hoc pooled analysis extension study of reSURFACE 1 and 2. No imputation of missing data.
† From the placebo-controlled period of the trial: Weeks 0–12.
‡  AEs of interest include: Serious infections, malignancies, non-melanoma skin cancer, melanoma, extended MACE, deaths, injection site reactions, and drug-related 
hypersensitivity AEs.

  All results based on the recommended 100 mg dose of ILUMYA™. 
 AE=adverse event; MACE=major adverse cardiovascular events; PASI=Psoriasis Area and Severity Index; PGA=Physician Global Assessment.
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    Through Week 148, ILUMYA™ was well-tolerated with a low rate of adverse events of interest1‡

       ILUMYA™ may increase the risk of infection2

    The most common (≥1%) adverse reactions associated with ILUMYA™ treatment that were more frequent than in the placebo 
group are upper respiratory infections, injection-site reactions, and diarrhea2

Only 3.4% and 2.3% of patients who entered 
the extension studies discontinued due  
to singular-event AEs (reSURFACE 1 and 
reSURFACE 2, respectively).4,5

Co-primary endpoints: PASI 75 and PGA 0/1 with at least a 2-point improvement, both at Week 122

   After 2 doses, by Week 12, 64% and 61% achieved PASI 75 (reSURFACE 1 and reSURFACE 2, respectively)
–  vs placebo: 6% (reSURFACE 1) and 6% (reSURFACE 2)

   After 2 doses, by Week 12, 58% and 55% achieved PGA 0/1 (reSURFACE 1 and reSURFACE 2, respectively)
–  vs placebo: 7% (reSURFACE 1) and 4% (reSURFACE 2)

reSURFACE 1 and 2 were Phase 3, double-blind, placebo-controlled trials of ILUMYA™ given at Weeks 0, 4, and every 12 weeks thereafter. Patients in reSURFACE 1 (N=463) 
and reSURFACE 2 (N=463) with moderate-to-severe plaque psoriasis who were candidates for phototherapy or systemic therapy were randomized to ILUMYA™ 100 mg or placebo. 
At Week 28, patients in reSURFACE 1 initially randomized to ILUMYA™ who achieved at least PASI 75 were re-randomized to either continue initial treatment or to receive placebo up to 
64 weeks. The co-primary endpoints of both trials were: 1) the proportion of subjects who achieved at least PASI 75 and 2) the proportion of subjects with a PGA 0 or 1 and at least a 
2-point improvement, both at Week 12. Other evaluated outcomes included PASI 90/100 at Week 12 and PASI 75 at Week 28. reSURFACE 1 also measured maintenance of e�  cacy in 
responders up to Week 64.2,3
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Brief Summary of Prescribing Information for ILUMYA™ (tildrakizumab-asmn) 
ILUMYA™ (tildrakizumab-asmn) injection, for subcutaneous use
See package insert for full Prescribing Information

INDICATIONS AND USAGE ILUMYA™ is indicated for the treatment of adults with moderate-
to-severe plaque psoriasis who are candidates for systemic therapy or phototherapy.
CONTRAINDICATIONS
ILUMYA is contraindicated in patients with a previous serious hypersensitivity reaction to 
tildrakizumab or to any of the excipients [see Warnings and Precautions].
WARNINGS AND PRECAUTIONS
Hypersensitivity: Cases of angioedema and urticaria occurred in ILUMYA treated 
subjects in clinical trials. If a serious hypersensitivity reaction occurs, discontinue ILUMYA 
immediately and initiate appropriate therapy [see Adverse Reactions].
Infections: ILUMYA may increase the risk of infection. Although infections were slightly 
more common in the ILUMYA group (23%), the difference in frequency of infections 
between the ILUMYA group and the placebo group was less than 1% during the placebo-
controlled period. However, subjects with active infections or a history of recurrent 
infections were not included in clinical trials. Upper respiratory infections occurred more 
frequently in the ILUMYA group than in the placebo group [see Adverse Reactions].
The rates of serious infections for the ILUMYA group and the placebo group were ≤0.3%. 
Treatment with ILUMYA should not be initiated in patients with any clinically important 
active infection until the infection resolves or is adequately treated. 
In patients with a chronic infection or a history of recurrent infection, consider the risks 
and benefits prior to prescribing ILUMYA. Instruct patients to seek medical help if signs or 
symptoms of clinically important chronic or acute infection occur. If a patient develops a 
clinically important or serious infection or is not responding to standard therapy, monitor 
the patient closely and consider discontinuation of ILUMYA until the infection resolves [see 
Adverse Reactions].
Pretreatment Evaluation for Tuberculosis: Evaluate patients for tuberculosis (TB) 
infection prior to initiating treatment with ILUMYA. Initiate treatment of latent TB prior to 
administering ILUMYA. In clinical trials, of 55 subjects with latent TB who were concurrently 
treated with ILUMYA and appropriate TB prophylaxis, no subjects developed active 
TB (during the mean follow-up of 56.5 weeks). One other subject developed TB while 
receiving ILUMYA. Monitor patients for signs and symptoms of active TB during and after 
ILUMYA treatment. Consider anti-TB therapy prior to initiation of ILUMYA in patients with 
a past history of latent or active TB in whom an adequate course of treatment cannot be 
confirmed. Do not administer ILUMYA to patients with active TB infection.
Immunizations: Prior to initiating therapy with ILUMYA, consider completion of all age 
appropriate immunizations according to current immunization guidelines. Avoid the use of 
live vaccines in patients treated with ILUMYA. No data are available on the response to live 
or inactive vaccines.
ADVERSE REACTIONS
The following serious adverse reactions are discussed elsewhere in the labeling: 
Hypersensitivity Reactions [see Warnings and Precautions]  
Infections [see Warnings and Precautions]
Clinical Trial 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 clinical trials, a total of 1994 subjects with plaque psoriasis were treated with ILUMYA, 
of which 1083 subjects were treated with ILUMYA 100 mg. Of these, 672 subjects were 
exposed for at least 12 months, 587 for 18 months, and 469 for 24 months. 
Data from three placebo-controlled trials (Trials 1, 2, and 3) in 705 subjects (mean age 
46 years, 71% males, 81% white) were pooled to evaluate the safety of ILUMYA (100 mg 
administered subcutaneously at Weeks 0 and 4, followed by every 12 weeks [Q12W]) [see 
Clinical Studies]. 
Placebo-Controlled Period (Weeks 0-16 of Trial 1 and Weeks 0-12 of Trials 2 and 3)
In the placebo-controlled period of Trials 1, 2, and 3 in the 100 mg group, adverse events 
occurred in 48.2% of subjects in the ILUMYA group compared to 53.8% of subjects in the 
placebo group. The rates of serious adverse events were 1.4% in the ILUMYA group and 
1.7% in the placebo group. 
Table 1 summarizes the adverse reactions that occurred at a rate of at least 1% and at a 
higher rate in the ILUMYA group than in the placebo group.

Table 1: Adverse Reactions Occurring in ≥1% of Subjects in the ILUMYA Group and 
More Frequently than in the Placebo Group in the Plaque Psoriasis Trials 1, 2, and 3
Adverse Reaction ILUMYA 100 mg 

(N=705) N (%) 
Placebo  

(N=355) N (%) 

Upper respiratory 
infections*

98 (14) 41 (12) 

Injection site reactions† 24 (3) 7 (2) 

Diarrhea 13 (2) 5 (1) 

*  Upper respiratory infections include nasopharyngitis, upper respiratory tract infection, viral 
upper respiratory tract infection, and pharyngitis. 

†  Injection site reactions include injection site urticaria, pruritus, pain, reaction, erythema, 
inflammation, edema, swelling, bruising, hematoma, and hemorrhage.

During the placebo-controlled period of Trials 1, 2, and 3, adverse reactions that occurred 
at rates less than 1% but greater than 0.1% in the ILUMYA group and at a higher rate than in 
the placebo group included dizziness and pain in extremity. 
Specific Adverse Reactions
Hypersensitivity Reactions 
Cases of angioedema and urticaria occurred in ILUMYA-treated subjects in clinical trials  
[see Warnings and Precautions]. 
Infections 
Infections were slightly more common in the ILUMYA group. The difference in frequency  
of infections between the ILUMYA group (23%) and the placebo group was less than 1%  
during the placebo-controlled period. The most common (≥1%) infections were upper 
respiratory infections. The rates of severe infections for the ILUMYA group and the placebo 
group were ≤0.3%.

Safety Through Week 52/64 
Through Week 52 (Trials 1 and 3) and Week 64 (Trial 2), no new adverse reactions were 
identified with ILUMYA use and the frequency of the adverse reactions was similar to that 
observed during the placebo-controlled period.
Immunogenicity 
As with all therapeutic proteins there is the potential for immunogenicity. The detection 
of antibody formation is highly dependent on the sensitivity and specificity of the assay. 
Additionally, the observed incidence of antibody (including neutralizing antibody) 
positivity in an assay may be influenced by several factors including assay methodology, 
sample handling, timing of sample collection, concomitant medications, and underlying 
disease. For these reasons, comparison of incidence of antibodies to tildrakizumab in the 
studies described below with the incidences of antibodies in other studies or to other 
products may be misleading. 
Up to Week 64, approximately 6.5% of subjects treated with ILUMYA 100 mg developed 
antibodies to tildrakizumab. Of the subjects who developed antibodies to tildrakizumab, 
approximately 40% (2.5% of all subjects receiving ILUMYA) had antibodies that were 
classified as neutralizing. Development of neutralizing antibodies to tildrakizumab was 
associated with lower serum tildrakizumab concentrations and reduced efficacy. 
DRUG INTERACTIONS
Live Vaccinations 
Avoid use of live vaccines in patients treated with ILUMYA [see Warnings and Precautions].
USE IN SPECIFIC POPULATIONS
Pregnancy: Risk Summary
Limited available data with ILUMYA use in pregnant women are insufficient to inform a 
drug associated risk of adverse developmental outcomes. Human IgG is known to cross 
the placental barrier; therefore, ILUMYA may be transferred from the mother to the fetus. 
An embryofetal developmental study conducted with tildrakizumab in pregnant monkeys 
revealed no treatment-related effects to the developing fetus when tildrakizumab was 
administered subcutaneously during organogenesis to near parturition at doses up to 159 
times the maximum recommended human dose (MRHD). When dosing was continued 
until parturition, a small increase in neonatal death was observed at 59 times the MRHD 
[see Data]. The clinical significance of this nonclinical finding is unknown. 
All pregnancies have a background risk of birth defect, loss, or other adverse outcomes.  
The background risk of major birth defects and miscarriage for the indicated population  
is unknown. In the U.S. general population, the estimated background risk of major  
birth defects and miscarriage in clinically recognized pregnancies is 2-4% and  
15-20%, respectively.
Data: Animal Data 
In an embryofetal developmental study, subcutaneous doses up to 300 mg/kg 
tildrakizumab were administered to pregnant cynomolgus monkeys once every two weeks 
during organogenesis to gestation day 118 (22 days from parturition). No maternal or 
embryofetal toxicities were observed at doses up to 300 mg/kg (159 times the MRHD of 
100 mg, based on AUC comparison). Tildrakizumab crossed the placenta in monkeys. 
In a pre- and postnatal developmental study, subcutaneous doses up to 100 mg/kg 
tildrakizumab were administered to pregnant cynomolgus monkeys once every two 
weeks from gestation day 50 to parturition. Neonatal deaths occurred in the offspring 
of one control monkey, two monkeys at 10 mg/kg dose (6 times the MRHD based on 
AUC comparison), and four monkeys at 100 mg/kg dose (59 times the MRHD based on 
AUC comparison). The clinical significance of these nonclinical findings is unknown. No 
tildrakizumab-related adverse effects were noted in the remaining infants from birth 
through 6 months of age.
Lactation: Risk Summary
There are no data on the presence of tildrakizumab in human milk, the effects on the 
breastfed infant, or the effects on milk production. Human IgG is known to be present in 
human milk. Tildrakizumab was detected in the milk of monkeys [see Data]. 
The developmental and health benefits of breastfeeding should be considered along with 
the mother’s clinical need for ILUMYA and any potential adverse effects on the breastfed 
child from ILUMYA or from the underlying maternal condition.
Pediatric Use: Safety and effectiveness of ILUMYA in pediatric patients (<18 years of age) 
have not been established.
Geriatric Use: A total of 1083 subjects were exposed to ILUMYA 100 mg during Phase 2 
and 3 trials. A total of 92 subjects were 65 years or older, and 17 subjects were 75 years 
or older. Although no differences in safety or efficacy were observed between older and 
younger subjects, the number of subjects aged 65 and over is not sufficient to determine 
whether they respond differently from younger subjects.
OVERDOSAGE: In the event of overdosage, monitor the patient for any signs or symptoms 
of adverse reactions and administer appropriate symptomatic treatment immediately.
PATIENT COUNSELING INFORMATION: Advise the patient and/or caregiver to read the 
FDA-approved patient labeling (Medication Guide). 
Instruct patients and/or caregivers to read the Medication Guide before starting ILUMYA 
therapy and to reread the Medication Guide each time the prescription is renewed. Advise 
patients of the potential benefits and risks of ILUMYA. 
Hypersensitivity
Advise patients to seek immediate medical attention if they experience any symptoms of 
serious hypersensitivity reactions [see Warnings and Precautions]. 
Infections
Instruct patients of the importance of communicating any history of infections to the 
doctor and contacting their doctor if they develop any symptoms of infection [see Warnings 
and Precautions].
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1. Pruritus, blisters, and reddish-brown urticarial papules and 
plaques developed approximately 6 months after this patient 
presented with psoriasis. Biopsy confirmed the presence of a 
subepidermal blister and linear deposits of IgG and C3 along the 
dermoepidermal junction. Among the following diseases, which 
has been reported to arise in probable causal association with 
psoriatic disease?  

a) Bullous pemphigoid 
b) g1 laminin pemphigoid 
c) Epidermolysis bullosa acquisita 
d) Linear IgA dermatosis 
e) Herpes gestationis

2. Which of the following drugs used to treat psoriasis is not 
correctly paired with its mechanism of action?

a) Secukinumab: monoclonal antibody against IL-17 
b) Ixekizumab: monoclonal antibody against IL-17 
c) Brodalumab: monoclonal antibody against IL-17 
d) Ustekinumab: monoclonal antibody against the p40 subunit of IL-12 and IL-23
e) Risankizumab: monoclonal antibody against the p19 subunit of IL-23

The Dermatologist’s  
Board Review: Psoriasis Edition
The contents of these questions are taken from the Galderma Pre-Board Webinar. The Pre-Board Webinar is now 
an online course. For details, go to http://www.galdermausa.com/Our-Commitment/PreBoard-Webinar.aspx.

Amy J. McMichael, MD, Section Editor
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2. Which of the following drugs used to treat psoriasis is not correctly 
paired with its mechanism of action? 

c) Brodalumab: monoclonal antibody against IL-17  
 
Brodalumab is a monoclonal antibody to the IL-17 receptor, in contrast to secukinumab 
and ixekizumab, which target IL-17A alone.

 In comparison, both ustekinumab and risankizumab affect a different inflammatory 
pathway. Ustekinumab binds to p40, a subunit jointly shared by IL-12 and IL-23. Similarly, 
risankizumab inhibits the p19 subunit of IL-23 only. n 
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1. Pruritus, blisters, and reddish-brown urticarial papules and plaques developed 
approximately 6 months after this patient presented with psoriasis. Biopsy 
confirmed the presence of a subepidermal blister and linear deposits of IgG and C3 
along the dermoepidermal junction. Among the following diseases, which has been 
reported to arise in probable causal association with psoriatic disease? 

b) g1 laminin pemphigoid
 
A rare subepidermal bullous disease characterized by IgG class autoantibodies to g1 laminin has been 
reported in association with psoriasis vulgaris. This disease may clinically and histologically resemble 
bullous pemphigoid, dermatitis herpetiformis, and epidermolysis bullosa acquisita. Indirect split 
skin immunofluorescence confirms autoantibody staining exclusively along the dermal side of 1-M 
solution of sodium chloride separated normal human skin substrate. Immunoblotting using human 
dermal extracts will demonstrate the presence of autoantibodies binding to a 200 kDa protein. It is as 
yet conjectural as to whether this is a causal or merely coincidental association with a very common 
skin disease, although the former has been proposed in the literature.
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Q. What role does the psychosocial burden of psoriasis 
play in the pediatric population?
A. One important consideration to address first in terms 
of psychosocial burden is how we define psoriasis severity. 
The traditional definition is based solely on body surface 
area (BSA) of involvement. In pediatric and adult patients, 
BSA does not tell the whole story. There are some patients 
who have 80% BSA, but if most of the psoriasis is hidden and 
does not bother them, they may not want aggressive treat-
ment. That’s not to say we should undertreat this patient, 
as we know that inflammation and widespread disease can 
have systemic impacts such as early cardiovascular disease 
in adults and so forth, but the point is to emphasize that 

sometimes psoriasis does not impact the psyche at all, but 
other times we may have a patient with only 2% BSA, but that 
BSA happens to involve the face and the genitals, and this pso-
riasis is symptomatic, itchy, and bothersome. The psychosocial 
impact would be much greater and may necessitate a more ag-
gressive treatment protocol despite the very low BSA involved.

So, in terms of psoriasis severity, it is really important to 
take inventory of not only the BSA, which is an objective mea-
sure, but also the subjective measures: How does the psoriasis 
make the patient feel? Is psoriasis keeping a child out of school? 
Are they engaging with their peers, or are they socially isolating 
because they’re embarrassed? Are there other impacts on their 
health as a result of the psychological impact of having a vis-
ible disease, such as social isolation, coping by overeating and 
subsequent development of obesity?

Having a visible condition in childhood and early adoles-
cence is one of the big predictors of problems with self-
esteem development and overall future psychological health. 
It really is important that when a child has visible psoriasis 
to recognize that even a 1% BSA can be a burden. Take for 
example a child who may have both of their palms and their 
nails involved. That might not seem like a lot, but when they 
are in art or music class trying to participate in a project or 
play an instrument with their friends, or they want to play 
baseball but their hand is cracked and bleeding when they 
put on their glove, or people are shunning them because they 
think they have something contagious—that psychological 
impact is huge. We should not only address that burden, but 
we should also use it to determine what our treatments are 
and how we are going to approach a child. This might call for 
escalation of management, despite objectively “mild” disease, 
if a child is emotionally and psychologically impacted.

The nuance here, I think, is that for a long time it has been 
thought that if the psoriasis is visible, looks bad, and feels 
bad, then the sadness or anxiety result as a downstream con-
sequence. But there actually may be some pathophysiologic 
pathways where there is a high level of tumor necrosis factor 
(TNF) or a TNF imbalance, for example, in a psoriatic plaque 

Psychosocial Considerations for 
Your Pediatric Patients: Q&A With 
Kelly M. Cordoro, MD  
Treating psoriasis in our pediatric patients is generally similar to treating psoriasis in adults, but 
the psychosocial burden on the patient and their caregivers should be a point of emphasis in 
the visits and approach to management. 

Lauren Mateja, Managing Editor

Kelly M. Cordoro, MD, professor of dermatology and pediatrics, 
division chief of pediatric dermatology, vice chair of department 
of dermatology, and pediatric dermatology fellowship director at 
the University of California, San Francisco. 
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but also a TNF imbalance in the brain and the central nervous 
system that might lead to depression and other symptoms. Dr 
John Koo, a psychiatrist and psoriasis expert, and I have had 
conversations around the idea that it might not just be a down-
stream consequence of a visible disease but more an intrinsic 
psychiatric issue related to an imbalance of inflammation.

Q. What strategies do you recommend for addressing 
this impact?
A. The psychosocial aspects of psoriasis impact kids of dif-
ferent ages in different ways. Very young children are not 
really aware of how their skin may be different. But it is well 
established that around the age of 3 or 4 years, kids start 
recognizing differences in their peers vs themselves. As they 
enter preschool and kindergarten, that can be a crucial time 
to address the differences in appearance.

There is a two-part approach to addressing a child’s dif-
ference in appearance and interaction with the world around 
them. One is treating the psoriasis, but the other is arming 
children of all ages with a response to public commentary. 
This means teaching children about what they have, what to 
call it when somebody asks them, and how to redirect the 
conversation and move on. We teach the “identify, explain, 
distract”, or name it, explain it, move on, technique to 
children and parents. For example, if a peer says, “Ew, what 
is that on your hands?”, the child responds with “Oh, it’s just 
psoriasis” (name it). “It’s a skin condition, but you can’t get it. 
It’s not contagious” (explain it). The last step is to distract, so 
the child would then say something like “Do you want to go 
ride bikes?” to move the conversation on.

Teaching kids of all ages in developmentally appropriate 
language to understand their condition and how it impacts 
them and their peers is valuable, now and for their future. I 
spend quite a bit of time in my clinics teaching not only kids 
but also their parents that we have to talk about psoriasis. 
The most important thing a dermatologist can do during 
a visit is ask an open-ended question such as How is your 
psoriasis impacting you? or Is your psoriasis preventing you from 
doing things you’d like to be doing?, and wait for the answer. 
When we give children the space to tell us how their pso-
riasis is impacting them, this lets them know that it is not a 
matter of vanity, but a critically important piece of informa-
tion that helps us develop a management plan. Some families 
are under the misguided perception that bringing up the 
idea that by asking, we might make a child psychologically 
vulnerable and that is not the case. Asking a patient if their 
psoriasis bothers them does not make their psoriasis bother 
them, just like asking a patient if they are depressed and 
suicidal does not make them depressed and suicidal. It just 
gives space for that dialogue to happen. It is very important 
to have that dialogue. 

Children with psoriasis have a 25% to 30% increased risk 
of developing depression and anxiety, and the earlier pa-

tients have depressive or anxious episodes in life, the more 
likely the child will have chronic psychiatric disability.1  So, 
it is a really nuanced issue but important to understand that 
that risk of psychiatric disturbance, probably in large part, 
reflects the social stigmatization of the disease itself but also 
a likely immunopathologic pathway between inflammation 
in the brain and inflammation in the skin. We really need 
more research to clarify that distinction, but it is important 
not only to address it, but also to manage to the level of 
disability, whether that is functional/physical, psychiatric, 
or emotional. We have to make sure our treatment plans ad-
equately address the inflammation, and have a low threshold 
to refer to mental health experts when necessary to aid in 
the psychological comorbidity if present.

Q. What other aspects of psychosocial burden should 
dermatologists consider?
A. I see this in my own patients, but there are also data to sug-
gest that quality of life is negatively impacted not only among 
affected children, but among their caregivers. Dr Megha 
Tollefson at the Mayo Clinic did a great study on impact of 
disease on caregivers of children with psoriasis.2 Children 
with psoriasis often have overly complicated treatment plans, 
which can have a large impact on parents or caregivers who 
are trying to manage treatment as well as the emotional rami-
fications of being a caregiver of a child with a chronic illness. 
Simply asking caregiver, “Hey Mom, hey Dad, how’s this going 
for you?” establishes that you care, it matters, and knowing 
this information will inform medical management plans.
 Quality of life can be measured with validated instruments, 
but it also can just be measured with a simple open-ended 
question. Providers should not feel like they have to use 
sophisticated tools, inventories and questionnaires in their 
clinics. Just having a conversation about impact beyond the 
skin is incredibly valuable and will allow for a more optimally 
productive relationship with patients and their parents. The 
ultimate goal is better therapeutic and functional outcomes 
for the child and the family. n
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GETTING OTEZLA
GETS EVEN EASIER

8 out of 10 commercially insured lives in the US have
preferred access with no biologic step required for Otezla1
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Contact your Otezla representative or visit OtezlaPro.com for a complete list of plans

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

Cigna Prescription Drug List

CVS Caremark Formularies*

Express Scripts National Preferred Formulary†

OptumRx

Prime Therapeutics

UnitedHealthcare

Indicates no DMARD or biologic step-edit required

*Basic, Standard, and Advanced Control Formularies.
 † SafeGuardRx® Program has 1 biologic step for patients on certain Otezla® (apremilast) indications.

DMARD, disease-modifying antirheumatic drug.

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

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

IMPORTANT SAFETY INFORMATION
Contraindications

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

Please see additional Important Safety Information and Brief Summary of Full Prescribing
Information on the following pages.
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psoriatic arthritis

treatment*

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

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

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

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

STYLE clinical trial2,3

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

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

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

IMPORTANT SAFETY INFORMATION (cont’d)
Warnings and Precautions

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

• Depression: Treatment with Otezla is associated with an increase in depression. During clinical trials 1.3% (12/920) of patients reported 
depression, compared to 0.4% (2/506) on placebo. Suicidal behavior was observed in 0.1% (1/1308) of patients on Otezla, compared to 0.2% 
(1/506) on placebo. Carefully weigh the risks and benefi ts of treatment with Otezla for patients with a history of depression and/or suicidal 
thoughts/behavior, or in patients who develop such symptoms while on Otezla. Patients, caregivers, and families should be advised of the need 
to be alert for the emergence or worsening of depression, suicidal thoughts or other mood changes, and they should contact their healthcare 
provider if such changes occur

• Weight Decrease: Body weight loss of 5-10% occurred in 12% (96/784) of patients treated with Otezla and in 5% (19/382) of patients treated
with placebo. Monitor body weight regularly; evaluate unexplained or clinically signifi cant weight loss, and consider discontinuation of Otezla

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

Adverse Reactions
• Adverse reactions reported in ≥5% of patients were (Otezla%, placebo%): diarrhea (17, 6), nausea (17, 7), upper respiratory tract infection

(9, 6), tension headache (8, 4), and headache (6, 4)

Visit OtezlaPro.com for additional information

For adult patients with moderate to severe plaque psoriasis

OTEZLA SIGNIFICANTLY IMPROVES SCALP RESPONSE2,3

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

Otezla patients

3x as likely to achieve
scalp improvement
at week 16
vs placebo in the STYLE study

43.3%
with Otezla®

(apremilast) 30 mg
BID (n=201)

vs
(P<0.0001)

13.7%
with placebo (n=102)

Results seen in an Otezla patient (scalp response)

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

Week 16
ScPGA: 0†

3-point improvement in ScPGA score

Baseline

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

Adverse reactions2,3

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

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

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

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specifi c Populations
 •  Pregnancy: Otezla has not been studied in pregnant women. Advise pregnant women of the potential risk of fetal loss. Consider pregnancy 

planning and prevention for females of reproductive potential. There is a pregnancy exposure registry that monitors pregnancy outcomes in 
women exposed to Otezla during pregnancy. Information about the registry can be obtained by calling 1-877-311-8972 or visiting
https://mothertobaby.org/ongoing-study/otezla/

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

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

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

For patients
starting plaque

psoriasis or
psoriatic arthritis

treatment*

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

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

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

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

STYLE clinical trial2,3

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

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

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

IMPORTANT SAFETY INFORMATION (cont’d)
Warnings and Precautions

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

• Depression: Treatment with Otezla is associated with an increase in depression. During clinical trials 1.3% (12/920) of patients reported 
depression, compared to 0.4% (2/506) on placebo. Suicidal behavior was observed in 0.1% (1/1308) of patients on Otezla, compared to 0.2% 
(1/506) on placebo. Carefully weigh the risks and benefi ts of treatment with Otezla for patients with a history of depression and/or suicidal 
thoughts/behavior, or in patients who develop such symptoms while on Otezla. Patients, caregivers, and families should be advised of the need 
to be alert for the emergence or worsening of depression, suicidal thoughts or other mood changes, and they should contact their healthcare 
provider if such changes occur

• Weight Decrease: Body weight loss of 5-10% occurred in 12% (96/784) of patients treated with Otezla and in 5% (19/382) of patients treated
with placebo. Monitor body weight regularly; evaluate unexplained or clinically signifi cant weight loss, and consider discontinuation of Otezla

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

Adverse Reactions
• Adverse reactions reported in ≥5% of patients were (Otezla%, placebo%): diarrhea (17, 6), nausea (17, 7), upper respiratory tract infection

(9, 6), tension headache (8, 4), and headache (6, 4)

Visit OtezlaPro.com for additional information

For adult patients with moderate to severe plaque psoriasis

OTEZLA SIGNIFICANTLY IMPROVES SCALP RESPONSE2,3

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

Otezla patients

3x as likely to achieve
scalp improvement
at week 16
vs placebo in the STYLE study

43.3%
with Otezla®

(apremilast) 30 mg
BID (n=201)

vs
(P<0.0001)

13.7%
with placebo (n=102)

Results seen in an Otezla patient (scalp response)

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

Week 16
ScPGA: 0†

3-point improvement in ScPGA score

Baseline

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

Adverse reactions2,3

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

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

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

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specifi c Populations
 •  Pregnancy: Otezla has not been studied in pregnant women. Advise pregnant women of the potential risk of fetal loss. Consider pregnancy 

planning and prevention for females of reproductive potential. There is a pregnancy exposure registry that monitors pregnancy outcomes in 
women exposed to Otezla during pregnancy. Information about the registry can be obtained by calling 1-877-311-8972 or visiting
https://mothertobaby.org/ongoing-study/otezla/

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

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

References: 1. Data on fi le, Amgen Inc. 2. Otezla [package insert]. Thousand Oaks, CA: Amgen Inc. 3. Van Voorhees A, Gold LS, Lebwohl M, et al. 
Effi  cacy and safety of apremilast in patients with moderate to severe plaque psoriasis of the scalp: results of a phase 3b, multicenter, randomized, 
placebo-controlled, double-blind study. J Am Acad Dermatol. 2020. doi:10.1016/j.jaad.2020.01.072.
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Brief Summary of Prescribing Information  
OTEZLA® (apremilast) tablets, for oral use 
PLEASE SEE PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION 
CONTRAINDICATIONS 
OTEZLA is contraindicated in patients with a known hypersensitivity to apremilast or to any of the 
excipients in the formulation [see Adverse Reactions (6.1)]. 
WARNINGS AND PRECAUTIONS 
Diarrhea, Nausea, and Vomiting 
There have been postmarketing reports of severe diarrhea, nausea, and vomiting associated with the 
use of OTEZLA. Most events occurred within the first few weeks of treatment. In some cases patients 
were hospitalized. Patients 65 years of age or older and patients taking medications that can lead to 
volume depletion or hypotension may be at a higher risk of complications from severe diarrhea, 
nausea, or vomiting. Monitor patients who are more susceptible to complications of diarrhea or vomiting. 
Patients who reduced dosage or discontinued OTEZLA generally improved quickly. Consider OTEZLA dose 
reduction or suspension if patients develop severe diarrhea, nausea, or vomiting.  
Depression 
Treatment with OTEZLA is associated with an increase in adverse reactions of depression. Before using 
OTEZLA in patients with a history of depression and/or suicidal thoughts or behavior prescribers should 
carefully weigh the risks and benefits of treatment with OTEZLA in such patients. Patients, their 
caregivers, and families should be advised of the need to be alert for the emergence or worsening of 
depression, suicidal thoughts or other mood changes, and if such changes occur to contact their 
healthcare provider. Prescribers should carefully evaluate the risks and benefits of continuing treatment with 
OTEZLA if such events occur. 
Psoriatic arthritis: During the 0 to 16 week placebo-controlled period of the 3 controlled clinical trials, 
1.0% (10/998) of subjects treated with OTEZLA reported depression or depressed mood compared to 
0.8% (4/495) treated with placebo. During the clinical trials, 0.3% (4/1441) of subjects treated with 
OTEZLA discontinued treatment due to depression or depressed mood compared with none in placebo 
treated subjects (0/495). Depression was reported as serious in 0.2% (3/1441) of subjects exposed to 
OTEZLA, compared to none in placebo-treated subjects (0/495). Instances of suicidal ideation and 
behavior have been observed in 0.2% (3/1441) of subjects while receiving OTEZLA, compared to none in 
placebo treated subjects (0/495). In the clinical trials, 2 subjects who received placebo committed suicide 
compared to none in OTEZLA-treated subjects. 
Psoriasis: During the 0 to 16 week placebo-controlled period of the 3 controlled clinical trials, 1.3% 
(12/920) of subjects treated with OTEZLA reported depression compared to 0.4% (2/506) treated with 
placebo. During the clinical trials, 0.1% (1/1308) of subjects treated with OTEZLA discontinued treatment due to 
depression compared with none in placebo-treated subjects (0/506). Depression was reported as serious 
in 0.1% (1/1308) of subjects exposed to OTEZLA, compared to none in placebo-treated subjects (0/506). 
Instances of suicidal behavior have been observed in 0.1% (1/1308) of subjects while receiving OTEZLA, 
compared to 0.2% (1/506) in placebo-treated subjects. In the clinical trials, one subject treated with 
OTEZLA attempted suicide while one who received placebo committed suicide.  
Weight Decrease 
During the controlled period of the studies in psoriatic arthritis (PsA), weight decrease between 5%-10% of body 
weight was reported in 10% (49/497) of subjects treated with OTEZLA 30 mg twice daily compared to 
3.3% (16/495) treated with placebo. 
During the controlled period of the trials in psoriasis, weight decrease between 5%-10% of body weight 
occurred in 12% (96/784) of subjects treated with OTEZLA compared to 5% (19/382) treated with 
placebo. Weight decrease of ≥10% of body weight occurred in 2% (16/784) of subjects treated with 
OTEZLA 30 mg twice daily compared to 1% (3/382) subjects treated with placebo.  
Patients treated with OTEZLA should have their weight monitored regularly. If unexplained or clinically 
significant weight loss occurs, weight loss should be evaluated, and discontinuation of OTEZLA should 
be considered [see Adverse Reactions (6.1)]. 
Drug Interactions 
Co-administration of strong cytochrome P450 enzyme inducer, rifampin, resulted in a reduction of 
systemic exposure of apremilast, which may result in a loss of efficacy of OTEZLA. Therefore, the use 
of cytochrome P450 enzyme inducers (e.g., rifampin, phenobarbital, carbamazepine, phenytoin) with 
OTEZLA is not recommended [see Drug Interactions (7.1) and Clinical Pharmacology (12.3)]. 
ADVERSE REACTIONS 
Clinical Trials Experience 
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the 
clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug and may 
not reflect the rates observed in clinical practice. 
Psoriatic Arthritis Clinical Trials: OTEZLA was evaluated in 3 multicenter, randomized, double-blind, 
placebo-controlled trials [Studies PsA-1, PsA-2, and PsA-3] of similar design in adult patients with active 
psoriatic arthritis [see Clinical Studies (14.1)]. Across the 3 studies, there were 1493 patients randomized 
equally to placebo, OTEZLA 20 mg twice daily or OTEZLA 30 mg twice daily. Titration was used over the 
first 5 days [see Dosage and Administration (2.1)]. Placebo patients whose tender and swollen joint 
counts had not improved by at least 20% were re-randomized 1:1 in a blinded fashion to either OTEZLA 
20 mg twice daily or 30 mg twice daily at week 16 while OTEZLA patients remained on their initial 
treatment. Patients ranged in age from 18 to 83 years, with an overall median age of 51 years. 
The majority of the most common adverse reactions presented below occurred within the first 2 weeks  
of treatment and tended to resolve over time with continued dosing. Diarrhea, headache, and nausea 
were the most commonly reported adverse reactions. The most common adverse reactions leading to 
discontinuation for patients taking OTEZLA were nausea (1.8%), diarrhea (1.8%), and headache (1.2%). 
The proportion of patients with psoriatic arthritis who discontinued treatment due to any adverse reaction was 
4.6% for patients taking OTEZLA 30 mg twice daily and 1.2% for placebo-treated patients. 
Adverse Reactions Reported in ≥2% of Patients on OTEZLA 30 mg Twice Daily and ≥1% Than 
That Observed in Patients on Placebo on Day 1-5 (Placebo %, OTEZLA %): Diarrheaa (1.2%, 9.3%), 
Nauseaa (1.4%, 7.4%), Headachea (1.8%, 4.8%), Upper respiratory tract infectionb (0.6%, 0.6%), 
Vomitinga (0.4%, 0.8%), Nasopharyngitisb (0.2%, 0.2%), Abdominal pain upperb (0.0%, 0.6%). 
Adverse Reactions Reported in ≥2% of Patients on OTEZLA 30 mg Twice Daily and ≥1% Than That 
Observed in Patients on Placebo on Day 6-112 (Week 16) (Placebo %, OTEZLA %): Diarrheaa (1.6%, 
7.7%), Nauseaa (3.1%, 8.9%), Headachea (2.2%, 5.9%), Upper respiratory tract infectionb (1.8%, 
3.9%), Vomitinga (0.4%, 3.2%), Nasopharyngitisb (1.6%, 2.6%), Abdominal pain upperb (0.2%, 2.0%). 
a Of the reported gastrointestinal adverse reactions, 1 subject experienced a serious adverse reaction of 
nausea and vomiting in OTEZLA 30 mg twice daily; 1 subject treated with OTEZLA 20 mg twice daily 
experienced a serious adverse reaction of diarrhea; 1 patient treated with OTEZLA 30 mg twice daily 
experienced a serious adverse reaction of headache. 
b Of the reported adverse drug reactions none were serious. 
 
 

Other adverse reactions reported in patients on OTEZLA in clinical studies including extension studies:  
Immune system disorders: Hypersensitivity, Investigations: Weight decrease, Gastrointestinal 
Disorders: Frequent bowel movement, gastroesophageal reflux disease, dyspepsia, Metabolism and 
Nutrition Disorders: Decreased appetite*, Nervous System Disorders: Migraine, Respiratory, 
Thoracic, and Mediastinal Disorders: Cough, Skin and Subcutaneous Tissue Disorders: Rash 
*1 patient treated with OTEZLA 30 mg twice daily experienced a serious adverse reaction.  
Psoriasis Clinical Trials 
The safety of OTEZLA was assessed in 1426 subjects in 3 randomized, double-blind, placebo- 
controlled trials in adult subjects with moderate to severe plaque psoriasis who were candidates for 
phototherapy or systemic therapy. Subjects were randomized to receive OTEZLA 30 mg twice daily or 
placebo twice daily. Titration was used over the first 5 days [see Dosage and Administration (2.1)]. 
Subjects ranged in age from 18 to 83 years, with an overall median age of 46 years.  
Diarrhea, nausea, and upper respiratory tract infection were the most commonly reported adverse 
reactions. The most common adverse reactions leading to discontinuation for subjects taking OTEZLA were 
nausea (1.6%), diarrhea (1.0%), and headache (0.8%). The proportion of subjects with psoriasis who 
discontinued treatment due to any adverse reaction was 6.1% for subjects treated with OTEZLA 30 mg 
twice daily and 4.1% for placebo-treated subjects. 
Adverse Reactions Reported in ≥1% of Subjects on OTEZLA and With Greater Frequency Than 
in Subjects on Placebo; up to Day 112 (Week 16) (Placebo %, OTEZLA %): 
Diarrhea (6%, 17%), Nausea (7%, 17%), Upper respiratory tract infection (6%, 9%), Tension headache 
(4%, 8%), Headache (4%, 6%), Abdominal pain* (2%, 4%), Vomiting (2%, 4%), Fatigue (2%, 3%), 
Dyspepsia (1%, 3%), Decreased appetite (1%, 3%), Insomnia (1%, 2%), Back pain (1%, 2%), Migraine  
(1%, 2%), Frequent bowel movements (0%, 2%), Depression (0%, 1%), Bronchitis (0%, 1%), Tooth  
abscess (0%, 1%), Folliculitis (0%, 1%), Sinus headache (0%, 1%). 
*Two subjects treated with OTEZLA experienced serious adverse reaction of abdominal pain.  
Severe worsening of psoriasis (rebound) occurred in 0.3% (4/1184) subjects following discontinuation of 
treatment with OTEZLA. 
OTEZLA was evaluated in a Phase 3, multicenter, randomized, placebo-controlled study (PSOR-3) in 
adults with moderate to severe psoriasis of the scalp [see Clinical Studies (14.2)]. A total of 302 subjects 
were randomized to receive OTEZLA 30 mg twice daily or placebo twice daily. The most commonly 
reported adverse reactions that occurred at a higher rate in the OTEZLA group than in the placebo 
group were: diarrhea (31% vs. 11%), nausea (22% vs. 6%), headache (12% vs. 5%), and vomiting 
(6% vs. 2%). The proportion of subjects who discontinued treatment because of any adverse reaction 
during the 16 -week placebo-controlled period of the study was 6% for subjects who received OTEZLA  
30 mg twice daily and 3% for subjects who received placebo. Gastrointestinal adverse reactions that led 
to discontinuation of treatment were diarrhea (3% vs 0%), nausea (1.5% vs 1%), and vomiting (1.5% vs 
0 %) in the OTEZLA group compared to placebo. 
DRUG INTERACTIONS 
Strong CYP450 Inducers 
Apremilast exposure is decreased when OTEZLA is co-administered with strong CYP450 inducers  
(such as rifampin) and may result in loss of efficacy [see Warnings and Precautions (5.3)] and Clinical 
Pharmacology (12.3)]. 
USE IN SPECIFIC POPULATIONS 
Pregnancy 
Pregnancy Exposure Registry 
There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed  
to OTEZLA during pregnancy. Information about the registry can be obtained by calling 
1-877-311-8972 or visiting https://mothertobaby.org/ongoing-study/otezla/. 
Risk Summary 
Available pharmacovigilance data with OTEZLA use in pregnant women have not established a drug- 
associated risk of major birth defects, miscarriage or adverse maternal or fetal outcomes, but these 
data are extremely limited. Advise pregnant women of the potential risk of fetal loss. Consider 
pregnancy planning and prevention for females of reproductive potential.  
Lactation 
Risk Summary 
There are no data on the presence of apremilast or its metabolites in human milk, the effects of 
apremilast on the breastfed infant, or the effects of the drug on milk production. The developmental and 
health benefits of breastfeeding should be considered along with the mother’s clinical need for OTEZLA 
and any potential adverse effects on the breastfed child from OTEZLA or from the underlying maternal 
condition. 
Pediatric Use 
The safety and effectiveness of OTEZLA in pediatric patients less than 18 years of age have not been 
established. 
Geriatric Use 
Of the 1493 patients who enrolled in Studies PsA-1, PsA-2, and PsA-3 a total of 146 psoriatic arthritis 
patients were 65 years of age and older, including 19 patients 75 years and older. No overall differences 
were observed in the safety profile of elderly patients ≥ 65 years of age and younger adult patients  
< 65 years of age in the clinical studies. 
Of the 1257 subjects who enrolled in two placebo-controlled psoriasis trials (PSOR 1 and PSOR 2), a total of 
108 psoriasis subjects were 65 years of age and older, including 9 subjects who were 75 years of age 
and older. No overall differences were observed in the efficacy and safety in elderly subjects 
≥65 years of age and younger adult subjects <65 years of age in the clinical trials.  
Renal Impairment 
Apremilast pharmacokinetics were characterized in subjects with mild, moderate, and severe renal 
impairment as defined by a creatinine clearance of 60-89, 30-59, and less than 30 mL per minute, 
respectively, by the Cockcroft–Gault equation. While no dose adjustment is needed in patients with mild or 
moderate renal impairment, the dose of OTEZLA should be reduced to 30 mg once daily in patients with 
severe renal impairment [see Dosage and Administration (2.2) and Clinical Pharmacology (12.3)]. 
Hepatic Impairment 
Apremilast pharmacokinetics were characterized in subjects with moderate (Child Pugh B) and severe (Child 
Pugh C) hepatic impairment. No dose adjustment is necessary in these patients. 
OVERDOSAGE 
In case of overdose, patients should seek immediate medical help. Patients should be managed by 
symptomatic and supportive care should there be an overdose. 
The risk information provided here is not comprehensive. The FDA-approved product labeling can be 
found at www.OTEZLA.com or contact Amgen Medical Information at 1-800-772-6436. 
Manufactured for: 
Amgen Inc. https://pat.amgen.com/otezla 
Thousand Oaks, CA 91320-1799 U.S.A © 2014-2020 Amgen Inc. All Rights Reserved.  
OTEZLA® is a registered trademark of Amgen Inc. US-OTZ-20-0528 
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Psoriasis continues to be a fast-paced avenue of dermatologic 
research. From elucidating how psoriasis influences physical 

activity and quality of life1 to approaching care during a pandemic,2 
the past few years have seen a number of breakthroughs in our 
understanding of the disease process and its systemic effect as well 
as efficacious options for treatment of this chronic disease. This 
article summarizes the treatment algorithm as well as some of the 
latest developments in therapeutic options for psoriatic disease.

Treatment Algorithm
Determining the best treatment approach for psoriasis requires 

analysis of comorbidities, adherence-related factors, efficacy, safety, 
and cost.3,4 However, when considering therapeutic options for the 
management of psoriasis, dermatologists should also consider psori-
atic body surface area (BSA) at presentation. Remember that a general 
rule of thumb with BSA is 1% is approximately equivalent to the 
entire palmar surface of one hand including the thumb and fingers.5 A 

limited BSA (<5%) and localized disease are prime for topical therapy 
with corticosteroids and emollients. Moderate (>5%) to severe (≥10%) 
disease generally needs to be approached with systemic therapy and/
or phototherapy, as it is well-documented that severe disease can 
greatly impact patient quality of life and comorbid disease burden. 
Note, though, that psychosocial effect of psoriasis is critical, so consid-
eration of patient perception of disease severity may be warranted.6-8

The number of options for the treatment of psoriatic disease 
continues to increase. Early oral systemic options, many of which 
are still in use today, include methotrexate, acitretin, and cyclo-
sporine. Another systemic oral option is apremilast, a phospho-
diesterase (PDE) 4 inhibitor, which has also shown to be safe and 
effective for the treatment of psoriatic arthritis.9 

Phototherapy (chiefly, narrowband UV-B, broadband UV-B, and 
psoralen plus UV-A photochemotherapy) remains an option for many 
patients with psoriasis. While safe and effective, phototherapy can be a 
hassle, as the frequency of treatment needed to achieve improvement 
in disease (eg, three times per week) can be time-consuming and 
impractical for the patient’s lifestyle. This has prompted the evalua-
tion of the efficacy of home options as well.10,11 With newer and safer 
systemic therapies growing in popularity, the use of phototherapy has 
seen some decline, but it has been used during the pandemic.

The advent of biologics into the dermatologic space have made 
a dramatic difference in the lives of patients with psoriatic disease. 
Biologics seemingly approach the root cause of psoriasis. These 
immune-mediating therapies inhibit pathways involving TNF 
alpha, IL-12, IL-17, and IL-23, thereby reducing the production and 
activity of psoriatic cytokines (IL-17) responsible for the inflam-
matory response manifested in cutaneous symptoms such as 
epidermal thickening, erythema, and pruritus.12 

Biologics are generally assessed by the improvement in Investiga-
tor’s Global Assessment (IGA) or Physicians Global Assessment (PGA) 
to a status of clear (0) or almost clear (1) and by Psoriasis Area and Se-
verity Index (PASI). Historically, PASI 75 was considered the gold stan-
dard in therapeutic response, but newer therapies are seeing a higher 
number of patients achieve PASI 100 than ever before. For patients 
with less than PASI 100 on systemic therapy, combination therapy with 
emollients, topical corticosteroids, calcipotriene or calcitriol, tazaro-
tene, and calcineurin inhibitors is a likely and effective option.

An Update in the Psoriatic 
Treatment Algorithm and 
Therapies
In this update, a number of recent developments in psoriatic disease treatment, including topical therapies and biologics, are highlighted.

Mark Lebwohl, MD

Mark Lebwohl, MD, Waldman Professor and Chairman of the 
Kimberly and Eric J. Waldman Department of Dermatology at the 
Icahn School of Medicine at Mount Sinai in New York City, NY.
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New Treatment Options
Topical therapies. The areas where physicians find trouble with 

topical steroids are generally the face and intertriginous areas. Ste-
roids can cause cataracts, glaucoma,13 and chronic perioral dermati-
tis14 when applied to the face, as well as irreversible stretch marks 
under the breasts, in the armpits, and in the groin.15 Despite these 
adverse events, dermatologists continue to use steroids because 
there have not been any effective alternatives.

Topical application of roflumilast cream, a PDE-4 inhibitor, may 
be an efficacious nonsteroidal option for the treatment of plaque 
psoriasis. In a phase 2b, double-blind trial comparing roflumilast 
0.3% cream vs roflumilast 0.15% cream vs vehicle, 28% of patients 
who received roflumilast 0.3% cream and 23% who received roflu-
milast 0.15% achieved an IGA score of clear or almost clear after 
12 weeks of treatment.16 This particular study looked specifically at 
areas where dermatologists should be hesitant to use a steroid (eg, 
face, intertriginous areas). The research group created a separate 
intertriginous area score that showed a dramatic level of improve-
ment in psoriatic disease, achieving somewhat of a virtual clearing 
in those areas for the large majority of patients.

The excellent response of roflumilast cream was equiva-
lent to using a fairly strong topical steroid, but without the 
steroidal side effects with virtually no irritation. There are few 
negatives with roflumilast cream, given its benign mechanism 
of action through PDE-4 inhibition.

Roflumilast works similarly to crisaborole, a topical PDE-4 
inhibitor already on the market approved for the treatment of 
mild to moderate atopic dermatitis. It has been used to success-
fully treat facial and intertriginous psoriasis,17 and a report of two 
cases demonstrated success in the treatment of psoriasis.18

Tapinarof cream is a topical therapy that modulates the aryl 
hydrocarbon receptor, and its mode of action may make it a treat-
ment option for both psoriasis and atopic dermatitis. A double-
blind, vehicle-controlled study compared tapinarof cream 0.5% vs 
tapinarof cream 1.0% vs vehicle at once- or twice-daily application 
for 12 weeks (total number of treatment groups = 6).19 At week 12, all 
tapinarof groups showed improvements in PGA response, change in 
PGA, and PASI scores, with responses as early as week 2 and signifi-
cant response at week 8 maintained through week 16 of treatment.

Biologic therapies. A number of biologics are in the pipeline and 
are approaching evaluation by the FDA.

Bimekizumab, an IL-17A and IL-17F inhibitor, has demonstrat-
ed efficacy in the treatment of plaque psoriasis20,21 and psoriatic 
arthritis.22 It has the highest percentage of patients achieving 

PASI 100 of any of the currently available therapies as well as 
the highest percentage of patients achieving American College 
of Rheumatology (ACR) composite scores of 70% improvement 
in joint pain and swelling. This is a significant increase from the 
ACR scores of 20% seen with earlier systemic therapies.

Ixekizumab, an anti-IL-17 biologic, most recently received FDA 
approval for the treatment of moderate to severe plaque psoriasis in 
patients as young as 6 years in March 2020.23 It is the third biologic 
to be approved for pediatric patients, following behind ustekinumab 
and etanercept. A randomized, double-blind, placebo-controlled, 
phase 3 study found that a weight-based dose of ixekizumab every 4 
weeks was superior to placebo, with 89% of patients on ixekizumab 
achieving PASI 75 and 81% achieving a static PGA score of 0 or 1 vs 
25% and 11%, respectively, of the placebo arm.24 The observed safety 
profile of ixekizumab in pediatric patients was considered consistent 
with the safety profile for adult patients.25

Another anti-IL-17 biologic currently being studied in a 
randomized, double-blind, placebo-controlled, multicenter, 
phase 2b trial is M1095.26 This latest study is expected to reach 
completion in August 2020. 

It is worth noting that guselkumab, while not new for the 
treatment of psoriasis, was approved in July 2020 for the 
treatment of psoriatic arthritis.26 Trial results shared at the 
2019 ACR/Association of Rheumatology Professionals Meeting 
noted that 4-week dosing of guselkumab prevented radio-
graphic progression of joint disease,27 which could mean a 
significant impact on quality of life and outcomes for patients 
with comorbid psoriasis and psoriatic arthritis.

Mirikizumab modifies the inflammatory response by binding 
to the p19 subunit of IL-23. In a multicenter, double-blind, phase 
2 trial, 29%, 59%, and 67% of patients who received 30-, 100-, or 
300-mg doses of mirikizumab, respectively, at weeks 0 and 8 of 
treatment achieved PASI 90 at week 16.28 An additional 104-week 
study demonstrated that a high-level response to mirikizumab is 
maintained over a 2-year period, with patients who achieve PASI 
90 or PASI 100 during the first 16 weeks of treatment also main-
taining a high-level of response with as needed treatment.29 

An interesting pathway warranting further exploration in the treat-
ment of psoriasis is IL-36, which is believed to be a key player in the 
pathophysiology of pustular psoriasis.30,31 A phase 1 study of BI 655130, 
an IL-36 antibody, has shown efficacy and safety in a small patient 
cohort (n=7).32 After 1 week of treatment, five patients achieved a score 
of 0/1 on the Generalized Pustular Psoriasis PGA (GPPGA), and all 
seven patients achieved a GPPGA score of 0/1 by week 4 of treatment. 
Further study of BI 655130 is currently in the recruitment phase.33,34

Oral therapies. A novel avenue of research in the treatment of 
psoriatic disease is the Janus kinase (JAK) signal transducer and 
activator of transcription protein (STAT) pathway.35 Dermatolo-
gists may already be familiar with tofacitinib, a JAK1 and JAK3 
inhibitor already approved for the treatment of psoriatic arthritis. 
However, the FDA declined to approve tofacitinib for the treat-
ment of plaque psoriasis, citing concerns of the clinical efficacy 
and long-term safety.36

The present day is the most exciting time 
yet to be treating dermatologic conditions 
such as psoriasis. The number of safe, 
effective options available...is significant, 
and the therapeutic pipeline holds 
promising options for the near future.
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Despite this minor setback, other JAK inhibitors are making good 
strides in improving patient outcomes. In particular, tyrosine kinase 2 
(TYK2) has been shown to mediate the signals triggered by proinflam-
matory cytokines.37 A phase 2, double-blind trial found 75% (33/44) of 
patients who received 12 mg of TYK2 inhibitor BMS-986165 once daily 
achieved PASI 75 or greater after week 12 of treatment.38 Additionally, 
this study found 69% (31/45) and 67% (30/45) of patients receiving BMS-
986165 3 mg twice daily and 6 mg twice daily, respectively, achieved at 
least PASI 75. BMS-986165 also demonstrated a respectable PASI 90 for 
all experimental groups after 12 weeks. Its side effect profile is incred-
ibly clean, with no deaths or serious adverse events reported. While the 
rate of respiratory infections was higher in the 6-mg arm than placebo, 
the rate of the 12-mg arm was not higher than placebo. 

Oral small molecule inhibitors may be a key therapy option in 
the near future for psoriatic arthritis as well. Two phase 3 clinical 
trials39,40 are currently active for upadacitinib, a JAK1 inhibitor 
previously approved for the treatment of rheumatoid arthritis. 
Similarly, filgotinib is the subject of two phase 3 studies.41,42

Several other small molecule oral therapies are in the begin-
ning stages of development, including:

•  ABV-157, an retinoic-acid-related orphan receptor gamma 
(RORγ) inverse-agonist43;

•  BI 730357, a nuclear receptor antagonist44; and
•  PF-06826647, a TYK2 inhibitor.45

Conclusion
The present day is the most exciting time yet to be treating 

dermatologic conditions such as psoriasis. The number of safe, 
effective options available for the care and management of 
disease and the related comorbidities in this patient group is 
significant, and the therapeutic pipeline holds promising op-
tions for the near future. n
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Dr Green: April, how did you determine the differences 
between psychological distress and depression? Because it seems 
to me that there’s a lot of overlap between the two. How is that 
measured in your study?

Dr Armstrong: Thanks for that question, Larry. As you alluded 
to, there is some overlap between psychological distress and 
symptoms of depression. So, the study1 used essentially a validated 
measure for those terms.

To measure psychological distress, the study used something 
called Kessler [Psychological Distress Scale-6], which asks 
patients how often they have felt during the last 30 days some of 
the following qualities, for example, nervousness, hopelessness, 
restlessness or fidgety, and feeling that nothing could cheer them 

up and that everything was an effort. Then, finally, the degree 
that they felt that they may be worthless. So, this is the psycho-
logical distress measure that those domains are the ones that 
particular measure focused on.

Now, for symptoms of depression, obviously, there are some over-
lap. The [Patient Health Questionnaire-2] was used, and that really 
focused on little interest or pleasure in doing things as number one, 
and then number two, feeling down, depressed, or hopeless.

So, as you can see, there are some distinctions, but some over-
lap as one would think. Also, the trend actually for the result that 
we showed for the two measurements mirrored one another.

Dr Green: This is really interesting how you set this up and used 
these validated measures. What were the findings in the study?

Dr Armstrong: What we found is that patients with moderate to 
severe psychological distress were about two to three times more 
likely to report low satisfaction with their doctors as compared 
with those patients who had no or little psychological distress.

When we looked at depression symptoms, patients with mod-
erate to severe depression symptoms were about four times more 
likely to report low satisfactions with their doctors as compared 
with patients who had no or mild depression symptoms.

Dr Green: So, it appears that if someone has psychological 
distress before they see us, or even more noticeably depression, 
they’re much more likely to be unhappy with us no matter what 
we’re trying to do to help them.

Dr Armstrong: That’s absolutely right. 

Dr Green: So, what would you say? How would you make sense 
of this? What would you say to us practicing dermatologists from 
looking at this data?

Dr Armstrong: As you said, Larry, what we found was that 
regardless of sociodemographic factors or comorbidities, and 
our analysis had adjusted for those, patients with psychological 
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distress and depressive symptoms are more likely to report lower 
[physician] satisfaction.

There are several ways in which we can try to think about making 
sense of this data. One is that even if clinicians delivered, let’s say con-
sistent, high-quality care, some patients may perceive such care to be 
inferior, owing at least in part to their baseline mental health status. So, 
for example, a patient who is depressed at baseline may be more likely 
than another patient without depression to rate the clinician poorly.

What we noted is that while this is new in the field of derma-
tology, when we look at other fields, this type of finding seems 
to be supported. For example, in cardiovascular medicine, what 
they found is that in patients with chronic coronary disease for 
example, depressive symptoms were strongly associated with a 
negative perception of their clinician.

I think another factor that may be adding another layer of 
interpretation to this is that in some patients, there could be 
possible cognitive impairments that are associated with depres-
sion and other types of mental health comorbidities. [These 
impairments] may affect their ability to engage with a clinician 
effectively or recall the information from the visit.

Dr Green: I think that’s really interesting, because no matter how 
many times we say something or think we have said to the patient 
what to do, how to take care of themselves, what we’re expecting, how 
they’ll get better, they may not be able to internalize that if they’re 
depressed or they have psychological distress. So, that’s something we 
have to take into effect, I guess, when we see the patient.

Dr Armstrong: Yes, absolutely.

Dr Green: So, let me ask you this. What about if we have patients 
doing well, and we want to put them on a biologic, and they’re 
using a biologic, yet they’re still depressed? So, is there any data 
that shows that they’re still going to be less happy with us?

Dr Armstrong: You know, that’s a great question. The average 
data [shows that] typically when patients are placed on an effective 
therapy, whether be it biologic or other types of therapy, that their 
overall mental health measures improve, so they get happier.

Now, if you have a patient to whom we have given what we think 
is an effective therapy for their skin, and their psoriasis is improv-
ing but perhaps their mental health aspects are not improving as 
much, I think it’s really important to address other factors that 
may be contributing to their existing mental health comorbidity.

For those patients, it may be important to really look at other fac-
tors that may be affecting them in terms of their social environment, 
in terms of other underlying mental health comorbidities that may 
need to be addressed by other health care professionals. n

Editor’s note: This transcript has been edited for clarity.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION
This Brief Summary does not include all the information needed to prescribe 
DUOBRII safely and effectively.  See full Prescribing Information for DUOBRII.

DUOBRII™ (halobetasol propionate and tazarotene) Lotion, 
0.01%/0.045% for topical use
INDICATIONS AND USAGE  
DUOBRII (halobetasol propionate and tazarotene) Lotion, 0.01%/0.045% is indicated for 
the topical treatment of plaque psoriasis in adults.
CONTRAINDICATIONS
Pregnancy 
DUOBRII Lotion is contraindicated in pregnancy [see Warnings and Precautions and Use 
in Specific Populations].
WARNINGS AND PRECAUTIONS
Embryofetal Risk
Based on data from animal reproduction studies, retinoid pharmacology, and the 
potential for systemic absorption, DUOBRII Lotion may cause fetal harm when 
administered to a pregnant female and is contraindicated during pregnancy. Tazarotene 
is teratogenic, and it is not known what level of exposure is required for teratogenicity 
in humans [see Contraindications and Clinical Pharmacology]. Tazarotene elicits 
teratogenic and developmental effects associated with retinoids after topical or 
systemic administration in rats and rabbits [see Use in Specific Populations]. 
Advise pregnant females of the potential risk to a fetus. Obtain a pregnancy test within 
2 weeks prior to DUOBRII Lotion therapy. Initiate DUOBRII Lotion therapy during a 
menstrual period. Advise females of reproductive potential to use effective 
contraception during treatment with DUOBRII Lotion therapy [see Use in 
Specific Populations]. 
Hypothalamic-Pituitary-Adrenal (HPA) Axis Suppression and Other Unwanted 
Systemic Glucocorticoid Effects
DUOBRII Lotion contains halobetasol propionate, a corticosteroid, and has been shown 
to suppress the hypothalamic-pituitary-adrenal (HPA) axis. 
Systemic effects of topical corticosteroids may include reversible HPA axis suppression 
with the potential for glucocorticosteroid insufficiency. This may occur during treatment 
or upon withdrawal of treatment of the topical corticosteroid. 
The potential for hypothalamic-pituitary-adrenal (HPA) axis suppression with DUOBRII 
Lotion was evaluated in a study of 20 adult subjects with moderate to severe plaque 
psoriasis involving ≥20% of their body surface area. The subjects were treated once 
daily for 8 weeks and assessed for HPA axis suppression at Weeks 4 and 8. HPA axis 
suppression occurred in 3 out of 20 (15%) subjects at Week 4 and none (0%) of these 20 
subjects had HPA axis suppression at Week 8 [see Clinical Pharmacology in full 
Prescribing Information]. 
Because of the potential for systemic absorption, use of topical corticosteroids, including 
DUOBRII Lotion, may require that patients be evaluated periodically for evidence of HPA 
axis suppression. Factors that predispose a patient using a topical corticosteroid to HPA 
axis suppression include the use of more potent corticosteroids, use over large surface 
areas, occlusive use, use on an altered skin barrier, concomitant use of multiple 
corticosteroid-containing products, liver failure, and young age. An adrenocorticotropic 
hormone (ACTH) stimulation test may be helpful in evaluating patients for HPA 
axis suppression. 
If HPA axis suppression is documented, attempt to gradually withdraw the drug or 
reduce the frequency of application. Manifestations of adrenal insufficiency may require 
supplemental systemic corticosteroids. Recovery of HPA axis function is generally 
prompt and complete upon discontinuation of topical corticosteroids. 
Systemic effects of topical corticosteroids may also include Cushing’s syndrome, 
hyperglycemia, and glucosuria. Use of more than one corticosteroid-containing product 
at the same time may increase the total systemic exposure to topical corticosteroids. 
Pediatric patients may be more susceptible than adults to systemic toxicity from the use 
of topical corticosteroids because of their larger surface-to-body mass ratio [see Use in 
Specific Populations]. 
Local Adverse Reactions
Local adverse reactions may include atrophy, striae, telangiectasias, folliculitis and 
contact dermatitis. Some local adverse reactions may be irreversible. If these adverse 
reactions occur, discontinue the medication at least until the integrity of the skin is 
restored; do not resume treatment if allergic contact dermatitis is identified. 
Avoid use of DUOBRII Lotion on eczematous skin, as it may cause severe irritation. 
Photosensitivity and Risk for Sunburn
Because of heightened burning susceptibility, exposure to sunlight (including sunlamps) 
should be avoided unless deemed medically necessary, and in such cases, exposure 
should be minimized during the use of DUOBRII Lotion. Patients must be instructed to 
use sunscreens and protective clothing when using DUOBRII Lotion. Patients with 
sunburn should be advised not to use DUOBRII Lotion until fully recovered. Patients who 
may have considerable sun exposure due to their occupation and those patients with 
inherent sensitivity to sunlight should exercise particular caution when using 
DUOBRII Lotion. 
DUOBRII Lotion should be administered with caution if the patient is also taking drugs 
known to be photosensitizers (e.g., thiazides, tetracyclines, fluoroquinolones, 
phenothiazines, sulfonamides) because of the increased possibility of augmented 
photosensitivity. 
Ophthalmic Adverse Reactions 
Use of topical corticosteroids may increase the risk of posterior subcapsular cataracts 
and glaucoma. Cataracts and glaucoma have been reported postmarketing with the use 
of topical corticosteroid products. Advise patients to report any visual symptoms and 
consider referral to an ophthalmologist for evaluation. 
Concomitant Skin Infections 
Use an appropriate antimicrobial agent if a skin infection is present or develops. If a 
favorable response does not occur promptly, discontinue use of DUOBRII Lotion until the 
infection has been adequately treated.

ADVERSE REACTIONS
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction 
rates observed in the clinical trials of a drug cannot be directly compared to rates in the 
clinical trials of another drug and may not reflect the rates observed in clinical practice. 
In randomized, double-blind, multicenter, vehicle-controlled clinical trials, 410 adults 
with plaque psoriasis were treated with DUOBRII Lotion or vehicle lotion and had 
post-baseline safety data. Subjects applied DUOBRII Lotion or vehicle lotion once daily 
for up to eight weeks. The adverse reactions occurring in ≥1% of the subjects treated 
with DUOBRII through Week 8 were contact dermatitis (7%), application site pain (3%), 
folliculitis (2%), skin atrophy (2%), and excoriation (2%). 
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Based on data from animal reproduction studies, retinoid pharmacology, and the 
potential for systemic absorption, DUOBRII Lotion may cause fetal harm when 
administered to a pregnant female and is contraindicated during pregnancy. Safety in 
pregnant females has not been established. The potential risk to the fetus outweighs 
the potential benefit to the mother from DUOBRII Lotion during pregnancy; therefore, 
DUOBRII Lotion should be discontinued as soon as pregnancy is recognized [see 
Contraindications, Warnings and Precautions, Clinical Pharmacology].
Observational studies suggest an increased risk of low birthweight in infants with the 
maternal use of potent or very potent topical corticosteroids (see Data).
In animal reproduction studies with pregnant rats, reduced fetal body weights and 
reduced skeletal ossification were observed after topical administration of a tazarotene 
gel formulation during the period of organogenesis at a dose 11 times the maximum 
recommended human dose (MRHD) (based on AUC comparison). In animal reproduction 
studies with pregnant rabbits, single incidences of known retinoid malformations, 
including spina bifida, hydrocephaly, and heart anomalies were observed after topical 
administration of a tazarotene gel formulation at 116 times the MRHD (based on AUC 
comparison) (see Data).
In animal reproduction studies with pregnant rats and rabbits, malformations, fetal 
toxicity, developmental delays, and/or behavioral delays were observed after oral 
administration of tazarotene during the period of organogenesis at doses 9 and 228 
times, respectively, the MRHD (based on AUC comparison). In pregnant rats, decreased 
litter size, decreased numbers of live fetuses, decreased fetal body weights, and 
increased malformations were observed after oral administration of tazarotene prior to 
mating through early gestation at doses 9 times the MRHD (based on AUC 
comparison) (see Data).
In animal reproduction studies, increased malformations, including cleft palate and 
omphalocele, were observed after oral administration of halobetasol propionate during 
the period of organogenesis to pregnant rats and rabbits (see Data). The available data 
do not support relevant comparisons of systemic halobetasol propionate exposures 
achieved in the animal studies to exposures observed in humans after topical use of 
DUOBRII Lotion.
The background risk of major birth defects and miscarriage for the indicated population 
is unknown. All pregnancies have a background risk of birth defect, loss, or other 
adverse outcomes. The background risk in the U.S. general population of major birth 
defects is 2 to 4%, and of miscarriage is 15 to 20%, of clinically recognized pregnancies.
Data
Human Data
Available observational studies in pregnant women did not identify a drug-associated 
risk of major birth defects, preterm delivery, or fetal mortality with the use of topical 
corticosteroids of any potency. However, when the dispensed amount of potent or very 
potent topical corticosteroids exceeded 300 g during the entire pregnancy, maternal use 
was associated with an increased risk of low birth weight in infants.
Animal Data
Halobetasol propionate has been shown to cause malformations in rats and rabbits 
when given orally during organogenesis at doses of 0.04 to 0.1 mg/kg/day in rats and 
0.01 mg/kg/day in rabbits. Halobetasol propionate was embryotoxic in rabbits but not in 
rats. Cleft palate was observed in both rats and rabbits. Omphalocele was seen in rats 
but not in rabbits.
In an embryofetal development study in rats, a tazarotene gel formulation, 0.5% (0.25 
mg/kg/day tazarotene) was topically administered to pregnant rats during gestation 
days 6 through 17. Reduced fetal body weights and reduced skeletal ossification 
occurred at this dose (11 times the MRHD based on AUC comparison). In an embryofetal 
development study in rabbits, a tazarotene gel formulation, 0.5%, 0.25 mg/kg/day 
tazarotene) was topically administered to pregnant rabbits during gestation days 6 
through 18. Single incidences of known retinoid malformations, including spina bifida, 
hydrocephaly, and heart anomalies were noted at this dose (116 times the MRHD based 
on AUC comparison).
When tazarotene was given orally to animals, developmental delays were seen in rats; 
malformations and post-implantation loss were observed in rats and rabbits at doses 
producing 9 and 228 times, respectively, the MRHD (based on AUC comparisons).
In female rats orally administered 2 mg/kg/day of tazarotene from 15 days before 
mating through gestation day 7, classic developmental effects of retinoids including 
decreased number of implantation sites, decreased litter size, decreased numbers of 
live fetuses, and decreased fetal body weights were observed at this dose (16 times the 
MRHD based on AUC comparison). A low incidence of retinoid-related malformations 
was observed at that dose.
In a pre- and postnatal development toxicity study, topical administration of a 
tazarotene gel formulation (0.125 mg/kg/day) to pregnant female rats from gestation 
day 16 through lactation day 20 reduced pup survival but did not affect the reproductive 
capacity of the offspring. Based on data from another study, the systemic drug 
exposure in the rat at this dose would be equivalent to 5 times the MRHD (based on 
AUC comparison).
Lactation
Risk Summary
There are no data on the presence of tazarotene, halobetasol propionate or its 
metabolites in human milk, the effects on the breastfed infant, or the effects on milk 
production after treatment with DUOBRII Lotion.
After single topical doses of a 14C-tazarotene gel formulation to the skin of lactating rats, 
radioactivity was detected in rat milk.

It is not known whether topical administration of corticosteroids could result in 
sufficient systemic absorption to produce detectable quantities in human milk.
The developmental and health benefits of breastfeeding should be considered along 
with the mother’s clinical need for DUOBRII Lotion and any potential adverse effects on 
the breastfed child from DUOBRII Lotion.
Clinical Considerations
Advise breastfeeding women not to apply DUOBRII Lotion directly to the nipple and 
areola to avoid direct infant exposure.
Females and Males of Reproductive Potential
Pregnancy Testing
DUOBRII Lotion is contraindicated in women who are pregnant. Females of reproductive 
potential should be warned of the potential risk and use adequate birth-control 
measures during treatment with DUOBRII Lotion. The possibility that a female of 
reproductive potential is pregnant at the time of institution of therapy should be 
considered. A negative result for pregnancy should be obtained within 2 weeks prior to 
DUOBRII Lotion therapy, which should begin during menstruation.
Contraception
Based on animal studies, DUOBRII Lotion may cause fetal harm when administered to a 
pregnant female [see Use in Specific Populations]. Advise females of reproductive 
potential to use effective contraception during treatment with DUOBRII Lotion. 
Pediatric Use
Safety and effectiveness of DUOBRII Lotion in pediatric patients under the age of 18 
years have not been evaluated.
Because of higher skin surface area to body mass ratios, pediatric patients are at a 
greater risk than adults of HPA axis suppression and Cushing’s syndrome when they are 
treated with topical corticosteroids. They are therefore also at greater risk of adrenal 
insufficiency during or after withdrawal of treatment. Adverse reactions including striae 
have been reported with use of topical corticosteroids in infants and children [see 
Warnings and Precautions].
HPA axis suppression, Cushing’s syndrome, linear growth retardation, delayed weight 
gain, and intracranial hypertension have been reported in children receiving topical 
corticosteroids. Manifestations of adrenal suppression in children include low plasma 
cortisol levels and an absence of response to ACTH stimulation. Manifestations of 
intracranial hypertension include bulging fontanelles, headaches, and bilateral 
papilledema [see Warnings and Precautions].
Geriatric Use
Of the 270 subjects exposed to DUOBRII Lotion in clinical trials, 39 subjects were 65 years 
or older. Clinical trials of DUOBRII Lotion did not include sufficient numbers of subjects 
age 65 years and older to determine whether they respond differently from 
younger subjects. 
NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility
Long-term animal studies have not been performed to evaluate the carcinogenic 
potential of halobetasol propionate.
A long-term study of tazarotene following oral administration of 0.025, 0.050, and 0.125 
mg/kg/day to rats showed no indications of increased carcinogenic risks. Based on 
pharmacokinetic data from a shorter term study in rats, the highest dose of 
0.125 mg/kg/day was anticipated to give systemic exposure in the rat equivalent to 1.4 
times the MRHD (based on AUC comparison).
A long-term study with topical application of up to 0.1% of tazarotene in a gel 
formulation in mice terminated at 88 weeks showed that dose levels of 0.05, 0.125, 0.25, 
and 1 mg/kg/day (reduced to 0.5 mg/kg/day for males after 41 weeks due to severe 
dermal irritation) revealed no apparent carcinogenic effects when compared to vehicle 
control animals. Tazarotenic acid systemic exposure at the highest dose was 35 times 
the MRHD (based on AUC comparison).
Halobetasol propionate was not genotoxic in the Ames assay, in the sister chromatid 
exchange test in Chinese hamster somatic cells, in chromosome aberration studies of 
germinal and somatic cells of rodents, and in a mammalian spot test. Positive 
mutagenicity effects were observed in a mouse lymphoma gene mutation assay in 
vitro and in a Chinese hamster micronucleus test.
Tazarotene was non-mutagenic in the Ames assay and did not produce structural 
chromosomal aberrations in human lymphocytes. Tazarotene was non-mutagenic in 
the CHO/HGPRT mammalian cell forward gene mutation assay and was non-clastogenic 
in an in vivo mouse micronucleus test.
Studies in rats following oral administration of halobetasol propionate at dose levels up 
to 0.05 mg/kg/day, approximately 0.53 times the MRHD based on BSA comparisons, 
indicated no impairment of fertility or general reproductive performance.
No impairment of fertility occurred in rats when male animals were treated for 70 days 
prior to mating and female animals were treated for 14 days prior to mating and 
continuing through gestation and lactation with topical doses of a tazarotene gel 
formulation up to 0.125 mg/kg/day. Based on data from another study, the systemic 
drug exposure in the rat at the highest dose was 5 times the MRHD (based on 
AUC comparison).
No impairment of mating performance or fertility was observed in male rats treated for 
70 days prior to mating with oral doses of up to 1 mg/kg/day tazarotene, which 
produced a systemic exposure 17 times the MRHD (based on AUC comparison).
No impairment of mating performance or fertility was observed in female rats treated 
for 15 days prior to mating and continuing through gestation day 7 with oral doses of 
tazarotene up to 2 mg/kg/day. However, there was a significant decrease in the number 
of estrous stages and an increase in developmental effects at that dose, which produced 
a systemic exposure 30 times the MRHD (based on AUC comparison).
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DUOBRII Lotion demonstrated extended 
remission 4 weeks post treatment1

The only potent-to-superpotent 
steroid that has no time limits on use; 
use only until control is achieved.1,5-9

DUOBRII Lotion was studied in two 8-week clinical trials and 
a 1-year safety study. Discontinue treatment if atrophy, striae, 
telangiectasias, or folliculitis occurs.1,10
a 1-year safety study. Discontinue treatment if atrophy, striae, 
telangiectasias, or folliculitis occurs.1,10

2 phase 3 trials

Patients who achieved treatment success* with QD dosing 
(8 week primary endpoint)1,4

DUOBRII Lotion is the only steroid/retinoid topical therapy. The AAD confi rms that the combination of a steroid and a 
retinoid, such as halobetasol and tazarotene, may delay the relapse of plaque psoriasis and extend treatment duration.1-3

Help your patients save at DUOBRII.com

®/TM are trademarks of Ortho Dermatologics’ affi liated entities. © 2020 Ortho Dermatologics’ affi liated entities. DUO.0082.USA.20

Indication
DUOBRII® (halobetasol propionate and tazarotene) Lotion, 
0.01%/0.045%, is indicated for the topical treatment of plaque 
psoriasis in adults.

Important Safety Information
Contraindication 
DUOBRII Lotion is contraindicated in pregnancy. 

Warnings and Precautions
• Women of child-bearing potential should be warned of the 

potential risk of fetal harm from DUOBRII and use adequate 
birth-control. A negative result for pregnancy should be obtained 
within 2 weeks prior to treatment. If the patient becomes 
pregnant during treatment, discontinue DUOBRII Lotion and 
advise patient of the potential hazard to the fetus.

• DUOBRII Lotion has been shown to suppress the hypothalamic-
pituitary-adrenal (HPA) axis during or after treatment and may 
require that patients be evaluated periodically during treatment. 

• Predisposing factors for HPA axis suppression include: use of 
more potent corticosteroids, use on large areas, use under 
occlusive dressings, use on altered skin barrier, concomitant use 
of other steroids, liver failure and young age.

• Systemic eff ects of topical corticosteroids may also include 
Cushing’s syndrome, hyperglycemia, and glucosuria.

• Local adverse reactions may include atrophy, striae, 
telangiectasias, folliculitis and contact dermatitis. If these 

eff ects occur, discontinue until the integrity of the skin has 
been restored. Do not resume treatment if contact dermatitis is 
identifi ed. DUOBRII Lotion should not be used on eczematous 
skin, as it may cause severe irritation. 

• Avoid exposure to sunlight, sunlamps and weather extremes. 
Patients with sunburn should be advised not to use 
DUOBRII Lotion until fully recovered. DUOBRII Lotion should 
be administered with caution if the patient is also taking drugs 
known to be photosensitizers because of the increased potential 
for photosensitivity.

• Topical corticosteroids may increase the risk of cataracts and 
glaucoma; advise patients to report any visual symptoms and 
refer to an ophthalmologist if needed.

Adverse Events 
• The most common adverse events in clinical trials were contact 

dermatitis (7%), application site pain (3%), folliculitis (2%), skin 
atrophy (2%), and excoriation (2%). 

To report SUSPECTED ADVERSE REACTIONS, contact 
Ortho Dermatologics at 1-800-321-4576 or FDA at 1-800-FDA-1088 
or visit www.fda.gov/medwatch.

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

AAD = American Academy of Dermatology 
QD = once daily

* Treatment success was defi ned as at least a 2-grade improvement from baseline 
in Investigator’s Global Assessment (IGA) score, and a score of “clear” or “almost 
clear” (primary endpoint at week 8).1

Study design: DUOBRII Lotion was assessed in 2 prospective, multicenter, 
randomized, double-blind, phase 3 clinical trials in 418 adult patients with 
psoriasis. Patients were treated with DUOBRII Lotion or vehicle, applied once
daily and evaluated at 2, 4, 6, 8 weeks (primary endpoint), and post treatment 
at 12 weeks.1

References: 1. DUOBRII Lotion [prescribing information]. Bridgewater, NJ: Bausch 
Health US, LLC. 2. Food and Drug Administration. Orange Book: Approved Drug 
Products with Therapeutic Equivalence Evaluations. https://www.accessdata.fda.
gov/scripts/cder/ob/index.cfm. Accessed February 12, 2020. 3. Menter A, Korman 
NJ, Elmets CA, et al. Guidelines of care for the management of psoriasis and 
psoriatic arthritis. Section 3. Guidelines of care for the management and treatment 
of psoriasis with topical therapies. J Am Acad Dermatol. 2009;60(4):643-659. 
4. Gold LS, Lebwohl MG, Sugarman JL, et al. Safety and effi  cacy of a fi xed 
combination of halobetasol and tazarotene in the treatment of moderate-to-
severe plaque psoriasis: results of two phase 3 randomized controlled trials. 
J Am Acad Dermatol. 2018;79(2):287-293. 5. Clobetasol propionate cream 
[prescribing information]. Lincolnton, NC: Cosette Pharmaceuticals, Inc. 
6. Diprolene lotion [prescribing information]. Whitehouse Station, NJ: Merck 
Sharp & Dohme Corp. 7. Enstilar foam [prescribing information]. Madison, NJ: LEO 
Pharma Inc. 8. Halobetasol propionate cream [prescribing information]. South 
Plainfi eld, NJ: G&W Laboratories, Inc. 9. Mometasone furoate cream [prescribing 
information]. South Plainfi eld, NJ: G&W Laboratories, Inc. 10. Data on fi le. 
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