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PSORIASIS AFFECTS ABOUT 125 MILLION 

individuals worldwide and is associated with 

significant comorbidities. With new treat-

ments making their way to market, this supple-

ment and the corresponding main issue take 

a broad look at the evolving understanding of 

the pathogenesis of psoriasis, the expanding 

treatment armamentarium, co-morbidity con-

siderations, and financial considerations of 

new technologies. Together, the articles offer 

insight into how to formulate a treatment plan 

specific to your patient.

BIOLOGICS, BIOSIMILARS 

PACK PSORIASIS PIPELINES8 

S12 OBESITY, 

PSORIASIS LINK

S15 GENITAL PSORIASIS 

QOL IMPLICATIONS

S16 TREATMENT CONSIDERATIONS 

FOR WOMEN, KIDS

ACCURATELY DIAGNOSING some melanocytic 

neoplasms is challenging because they may fall into 

a grey area histologically, one expert says. These can 

create disagreement even between the most experi-

enced dermatopathologists. 
While some view classifying a melanocytic tumor 

as intermediate or borderline as indecisiveness, 

recent progress in molecular genetics has demon-

strated that there really is an intermediate or border-

line category of melanocytic tumor, corresponding 

to difficult-to-classify melanocytic lesions, says Iwei 

Yeh, M.D., Ph.D., associate professor of dermatol-

ogy, department of dermatology, University of San 

Francisco School of Medicine, San Francisco, Calif., 

who recently spoke at the World Congress of Der-

matology in Milan. The recognition of intermediate and border-

line tumors helps clinicians and dermatopatholo-

gists more precisely classify tumors leading to more 

appropriate treatment and management choices for 

this patient population. “Not being able to classify every tumor as clearly 

benign or malignant does not reflect an inability of 

dermatopathologists to agree on the right classifi-

cation, because we now know that there really is a 

ILYA PETROU, M.D. | Staff Correspondent

Genetic insights improve 

tumor classification
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PPSOSOS ASASASSISISISIS

soriasis affects more than 8 million Americans and has been associated 

with a number of comorbidities. Aside from the quality-of-life impact, 

the disease has an economic impact, as well. Experts say there is a 

need to capture the true direct and indirect costs to improve out-

comes for patients with psoriasis and psoriatic arthritis.

Of the 2%-3% of patients with psoriasis, 10%-30% develop psoriatic 

arthritis. Almost one in four psoriasis patients who have moderate-to-se-

vere disease, women and younger patients experience the greatest nega-

tive impact on their quality of life.1 
Nearly 60% of people with psoriasis2 and 40% of people with psori-

atic arthritis report their disease has a large effect on their everyday lives.3

Psoriasis is also associated with numerous comorbidities, includ-

ing metabolic syndrome, diabetes, hypertension, obesity, hypercho-

lesterolaemia, joint disease (psoriatic arthritis), depression and anx-

iety, liver and kidney disease, and malignancy, especially cutaneous 

T-cell lymphoma.“It really is in the true sense of the word a systemic disease,” says 
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“The landscape of bio-

logics and biosimilars 

is changing rapidly, and 

for the better,” says Mark 

Lebwohl, M.D. He is the 

Waldman professor and 

chairman, Kimberly and 

Eric J. Waldman department of dermatol-

ogy, Icahn School of Medicine at Mount 

Sinai, New York.

Biologics have given patients the possi-

bility of complete psoriasis clearance and 

control of their psoriatic arthritis (PsA), 

which were not options 20 years ago, says 

Alice Gottlieb, M.D., Ph.D. She is clinical 

professor, department of dermatology, 

Icahn School of Medicine at Mount Sinai, 

and medical director at Mount Sinai-

Union Square in New York City.

“Assuming my patients don’t have 

complicating health issues preventing 

me from using the complete treatment 

repertoire,” she says, “I can tell them that 

I have a greater than 90% chance of clear-

ing you. I tell them they can run around 

naked and no one will know they have 

psoriasis.” 

For patients with PsA, Dr. Gottlieb says 

she can offer a high probability of having 

a normal quality of life, inhibiting radio-

graphic progression and controlling their 

blockers of IL-17 and IL-23 provide PASI 

75 scores in the 90% range — and PASI 90 

rates of 60% to 70%.

IL-17 inhibitors and IL-23 inhibitors also 

provide lengthy remissions. In a phase 1 

trial of risankizumab (Skyrizi, AbbVie), six 

of nine patients given a high dose main-

tained PASI 100 for 40 to 66 weeks after a sin-

gle treatment,2 Dr. Lebwohl says. 

“Imagine, not a dot of psoriasis in two-

thirds of patients a year later,” he says.

Experts believe that when these drugs 

block IL-23, the Th17 cell that makes IL-17 

disappears. 

“It takes a while to reconstitute the 

Th17 cell, and that’s why the disease stays 

away for so long,” he explains. “Patients 

stay clear for months, which is why we 

can get away with dosing only every two 

or three months.” 

Among IL-17 inhibitors, secukinum-

ab (Cosentyx, Novartis) and ixekizumab 

(Taltz, Lilly) block IL-17A directly, while 

brodalumab (Siliq, Valeant Pharmaceu-

ticals) blocks the IL-17 receptor. 

“They’re incredibly effective. They 

actually work faster than the IL- 23 drugs, 

but they need more injections,” Dr. Leb-

wohl says. Secukinumab’s loading dose, 

for example, is two injections weekly for 

five weeks, followed by two injections 

monthly thereafter. 

“Ixekizumab is every two weeks for 

three months, and then every month,” 

he says. 

Now in FDA phase 3, bimekizum-

ab (UCB4940, UCB), which blocks IL-

17A and IL-17F, will probably be avail-

able in late 2021, Dr. Lebwohl says. Along S8
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Biologics, biosimilars 

pack psoriasis pipeline

by John Jesitus | Staff Correspondent

Dr. Lebwohl

PSORIASIS

COMPLETE CLEARANCE A POSSIBILITY FOR PATIENTS 

A
lthough legal wrangling has largely sidelined biosimilars for 

psoriasis in the United States, new drugs targeting interleukin 

(IL)-17 and IL-23 provide potent new options. Meanwhile, doz-

ens of biologic and biosimilar candidates pack the psoriasis pipeline. 

signs and symptoms. 

“And I can do so safely,” she says. 

Dr. Gottlieb’s investigator-initiated 

study showing that infliximab (Remi-

cade, Janssen) monotherapy cleared pso-

riasis1 got the biologic ball rolling in der-

matology. 

“This was the first double-blinded, 

placebo-controlled experiment in psori-

asis with a biologic,” she says.

DELAYED ERA MAKES STRIDES
“Psoriasis was fairly late to the biologic 

era,” says M. Alan Menter, M.D., professor 

and program director of dermatology at 

Baylor Scott & White Health, Dallas. 

All the TNF-alpha inhibitors were 

first approved in rheumatology or gas-

troenterology. 

“But that’s changed completely over 

the last five years,” he says. 

With four TNF-alpha agents, the IL 

12/23 inhibitor ustekinumab (Stelara, 

Janssen), three IL-17 drugs and three 

IL-23 agents, he says, dermatology has 

more biologics available than does gas-

troenterology or rheumatology.

Newer biologics, moreover, offer 

unprecedented efficacy. Whereas inhibi-

tors of TNF-alpha and IL-12/23 offer PASI 

75 rates of 70% to 75%, says Dr. Menter, 



with working quickly, he says, it offers the 

highest efficacy rates to date for psoria-

sis and PsA. 

Side effect profiles for the IL-17 and 

IL-23 blockers are identical, he adds, 

except for a warning about suicides with 

brodalumab, which may not be drug-

related. Beyond that, Dr. Lebwohl says 

the only commonly occurring side effect 

of newer biologics is yeast infections.

Still, Dr. Menter says, the new biolog-

ic categories must prove long-term safe-

ty. Because rare adverse events can accu-

mulate once a drug reaches the mar-

ket, he says, it normally takes up to five to 

seven years after clinical trials to estab-

lish long-term safety.  

“Clinical trial patients do not equal 

clinical practice patients,” he says. A three-

year continuous dosing study of efalizum-

ab (Raptiva, Genentech) that Dr. Menter 

co-authored showed no serious adverse 

events.3 Yet the next year, three cases of 

leukoencephalopathy resulted in the 

drug’s withdrawal from the U.S. market.

“I still have hundreds of patients total-

ly clear on the TNF-alpha drugs,” Dr. 

Menter adds.  And these drugs have a 

15-year safety record. “The important 

issue that remains for all the TNF-alpha 

drugs is that they still do not have any evi-

dence to show — and it may take up to 

three to five years — that using a biologic 

will reduce the incidence of cardiovascu-

lar disease in our psoriasis population.”

CONSIDERING COMORBIDITIES
“Five years ago we only had the TNF block-

ers and ustekinumab, and ustekinum-

ab wasn’t great for arthritis,” Dr. Lebwohl 

says. “But it was good in obesity. So, there 

was a very clear distinction regarding 

which drug we would use when. Now we 

have many more drugs, and a lot more to 

choose from.” 

For PsA, expert opinion and recent 

guidelines from the American Academy 

of Dermatology (AAD) and the National 

Psoriasis Foundation (NPF) suggest TNF-

alpha blockers or IL-17 blockers.4,5 

“I believe that the best drugs for pso-

riasis are the ones that also inhibit radio-
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Drug Target/Reference Phase Company

BCD-057 TNF-alpha/Adalimumab 3 BIOCAD

BI 695501 TNF-alpha/Adalimumab 3 Boehringer-Ingelheim

CHS 1420 TNF-alpha/Adalimumab 3 Coherus

GP2017 TNF-alpha/Adalimumab 3 Sandoz

M923 TNF-alpha/Adalimumab 3 Momenta

MSB 11022 TNF-alpha/Adalimumab 3 EMD Serono

MYL-1401A TNF-alpha/Adalimumab 3 Mylan

PF-06410293 TNF-alpha/Adalimumab 3 Pfi zer

PF-06438179 TNF-alpha/Infl iximab 3 Pfi zer

ABP 710 TNF-alpha/Infl iximab 3 Amgen

CHS 0214 TNF-alpha/Etanercept 3 Coherus

APVO210 IL-10 1 Aptevo

ABY-035 IL-17 2 Affi body

ALX-0761/M1095 IL-17A/F 2 Merck

BCD-085 IL-17 3 BIOCAD

Bimekizumab IL-17A/F 3 UCB

Vunakizumab (SHR-1314) IL-17 1/2
Jiangsu HengRui 
Medicine Co., Ltd.

Guselkumab IL-23 3 Janssen

Mirikizumab IL-23 3 Eli Lilly

ANB019 IL-36 2 (GPP 
& PPP)

AnaptysBio

CSL324 G-CSF 1 CSL Behring

SNK01 Autologous natural killer cell infusion 1 NKMax America

Upadacitinib (ABT-494) JAK1 3 AbbVie

Serlopitant (PPD-737) Neurokinin-1 receptor 3 Menlo Therapeutics

BMS-986165 TYK2 3 Bristol-Myers Squibb

Piclidenoson (CF101) Adenosine A3 receptor 3 Can-Fite BioPharma

GPP: generalized pustular psoriasis; PPP: palmoplantar pustulosis; G-CSF: granulocyte colony-stimulating factor; TYK2: tyrosine kinase 2
Sources: www.clinicaltrials.gov, National Psoriasis Foundation, manufacturer websites

TABLE 1:  BIOSIMILARS, BIOLOGICS AND OTHER SYSTEMIC 

TREATMENTS IN DEVELOPMENT FOR PSORIASIS

graphic progression in psoriatic arthri-

tis,” says Dr. Gottlieb, who co-authored 

the AAD-NPF guidelines. 

PsA is the major comorbidity of psori-

asis, she says, but many dermatologists 

do not even query their patients about it. 

“We now have four TNF blockers 

and two IL-17 blockers that have FDA 

approval not only for moderate-to-

severe psoriasis, but also for inhibition 

of radiographic progression, control-

ling signs and symptoms and improv-

ing quality of life in psoriatic arthri-

tis. Thus, these drugs prevent progres-

sion of PsA in psoriasis patients who are 

being treated for their psoriasis but may 

be unaware they have psoriatic arthri-

tis.” See Table 3: “Recommendations 

regarding psoriasis comorbidities and 

special populations.”

BIOSIMILARS IN WAITING
In the United States, infliximab-dyyb 

(Inflectra, Celltrion) has largely replaced 

infliximab (Remicade, Janssen). Howev-

er, Drs. Lebwohl and Menter add, derma-

tologists rarely use infliximab infusions 

nowadays.

http://www.clinicaltrials.gov
https://www.dermatologytimes.com/
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Boni Elewski, M.D., 

says the only biosimi-

lar she prescribes is inf-

liximab, which her insti-

tution generally uses for 

hospitalized patients 

with erythrodermic 

psoriasis. She is chair, department of der-

matology and James Elder professor of 

graduate medical education at the Uni-

versity of Alabama at Birmingham (UAB).

Some insurers insist that patients fail 

adalimumab before trying an IL-17 or 

IL-23 drug, she adds. 

“I foresee these companies insisting 

on adalimumab biosimilars when they 

become available, if they are less costly,” 

she says.

Although the U.S. patents for etaner-

cept (Enbrel, Amgen) and adalimumab 

(Humira, AbbVie) have expired, says Dr. 

Menter, their biosimilar equivalents have 

been in legal limbo over multiple lawsuits 

regarding patents and antitrust issues. 

Two etanercept biosimilars — etan-

ercept-szzs (Erelzi, Sandoz) and etaner-

cept-ykro (Eticovo, Samsung Bioepis) — 

have earned FDA approval but have yet to 

reach the U.S. market.

In May, Boehringer-Ingelheim 

became the last of several challengers 

to AbbVie’s adalimumab patents to set-

tle its litigation and forestall introduc-

ing its drug adalimumab-adbm (Cyltezo) 

until 2023.8 Other adalimumab biosim-

ilars that will debut that year include the 

following:

adalimumab-atto (Amjevita, Amgen)

adalimumab (Imraldi /SB5, Merck/

Samsung), which still awaits FDA 

approval

adalimumab (Hulio, Mylan)

adalimumab-adaz (Hyrimoz, Sandoz)

Several biosimilars for adalimumab 

and etanercept are available in Europe 

and the United Kingdom. 

For a complete list of biologics and 

biosimilars in development stateside, 

please see Table 1.

For FDA-approved biologics for pso-

riasis and PsA, see Table 2.

Specialty notwithstanding, Dr. Men-

Drug Target Indications Company

Cimzia (certolizumab pegol) TNF-alpha PSO, PsA UCB

Enbrel (etanercept) TNF-alpha PSO, PsA Amgen

Erelzi (etanercept) TNF-alpha PSO, PsA Sandoz

Eticovo (etanercept) TNF-alpha PSO, PsA Samsung Bioepis

Humira (adalimumab) TNF-alpha PSO, PsA AbbVie

Amjevita (adalimumab) TNF-alpha PSO, PsA Amgen

Hulio (adalimumab) TNF-alpha PSO, PsA Mylan

Hyrimoz (adalimumab) TNF-alpha PSO, PsA Sandoz

Imraldi (adalimumab) TNF-alpha PSO, PsA Merck/Samsung Bioepis

Remicade (infl iximab) TNF-alpha PSO, PsA Janssen

Infl ectra (infl iximab) TNF-alpha PSO, PsA Celltrion

Ixifi  (infl iximab) TNF-alpha PSO, PsA Pfi zer

Simponi (golimumab) TNF-alpha PsA Janssen

Simponi Aria (golimumab) TNF-alpha PsA Janssen

Stelara (ustekinumab) IL-12/23 PSO, PsA Janssen

Ilumya (tildrakizumab) IL-23 PSO Sun Pharma

Tremfya (guselkumab) IL-23 PSO Janssen

Skyrizi (risankizumab) IL-23 PSO AbbVie

Cosentyx (secukinumab) IL-17 PSO, PsA Novartis

Taltz (ixekizumab) IL-17 PSO, PsA Eli Lilly

Siliq (brodalumab) IL-17 PSO Ortho Dermatologics

Orencia (abatacept) T-cells PsA Bristol-Myers Squibb

Xeljanz (tofacitinib) JAK1/3 PSO Pfi zer

Sources: National Psoriasis Foundation

TABLE 2:  FDA-APPROVED BIOLOGICS, BIOSIMILARS AND NOVEL 

SYSTEMIC AGENTS FOR PSORIASIS AND PSORIATIC ARTHRITIS

Dr. Elewski

ter says originator biologics can cost 

$35,000-$50,000 annually.

“The biosimilars are likely to be up to 

25% cheaper,” he adds.

However, says Dr. Lebwohl, mak-

ers of biologic reference drugs can pro-

vide discounts or rebates that approxi-

mate the biosimilar price. And pharmacy 

benefit managers prefer the high sticker 

price and deep discount, he says, because 

under Obamacare, they can subtract the 

full list price from their premiums.

Obamacare rules require insurers to 

spend at least 80% of their premium dol-

lars on drugs, doctors and hospitals. 

“If a drug costs $80,000,” Dr. Lebwohl 

says, “the insurers can subtract that 

from the total of their premiums. But 

if another drug costs $40,000, they can 

only subtract $40,000. So, they would 

rather get an $80,000 drug with a $40,000 

rebate or discount because they still get 

to subtract the $80,000 from their pre-

miums, but $40,000 goes right in their 

pocket. And that’s been a hurdle to the 

biosimilars.”

Based on current data, Drs. Menter 

and Lebwohl say biosimilars are thera-

peutically equivalent to their progeni-

tors. Dr. Menter says that the best trial in 

this regard is the 27-center NOR-SWITCH 

trial. It showed no difference in efficacy 

or safety in patients switched from inflix-

imab to Inflectra after one year.9

“In clinical practice,” Dr. Menter adds, 

“there have been no new issues related 

PSORIASIS
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to the biosimilars that we need to be con-

cerned about.”

As TNF-alpha blockers, the biosimi-

lars coming out in the United States must 

carry a black-box warning about infec-

tion and malignancy. However, IL-17 and 

IL-23 inhibitors carry no such warnings. 

“They appear to be safer,” Dr. Lebwohl 

says. “So the biosimilars are coming out 

just at the time when we would rather be 

using drugs coming out that are safer and 

more effective.”

Many TNF-alpha inhibitors seem to 

lose their efficacy over time, Dr. Lebwohl 

adds, as patients commonly must switch 

to other biologics in less than five years. 

But ustekinumab’s drop-off rate is lower, 

he says. 

With secukinumab, Dr. Lebwohl says 

clinical trials showed very little loss of 

efficacy. However, a recent Danish reg-

istry study suggested that patients come 

off secukinumab frequently — approxi-

mately 15% of secukinumab treatments 

were switched to another biologic within 

12 months.10

“If you look at the numbers, you can 

cherry-pick to make a point. But then 

you’re missing the big picture. These 

drugs actually are quite durable,” Dr. 

Lebwohl says. 

Drug switches in clinical practice 

could be explained by insurance chang-

es or other factors unrelated to the drug,11 

he says.

Formulary penetration for the IL-17 

and IL-23 blockers has been good, say 

Drs. Menter and Lebwohl. However, Dr. 

Menter’s practice has had trouble with 

Medicare because many of its patients 

lack secondary insurance. 

“So it’s sometimes very difficult to get 

an expensive biologic drug approved for a 

Medicare patient,” he says. Even for those 

who have secondary insurance but need 

to switch to another biologic, getting 

approval is a constant struggle, he says.

Dr. Gottlieb, whose patient population 

is predominantly on Medicare or Med-

icaid, says that her Medicare patients 

have the toughest time accessing biologic 

drugs as well. Once a drug is approved for 

a patient on Medicaid, she explains, the 

patient pays virtually nothing. But, when 

a Medicare patient gets approval for a bio-

logic drug, the patient typically must pay 

a higher percentage of the cost as coin-

surance. 

“Even if it’s 20%, it’s still prohibitive for 

many Medicare patients,” she says.

The IL-23 blockers have a buy-and-

bill model: A doctor or hospital buys and 

bills for the drug, which is attributed to 

the patient’s medical — not pharmacy 

— benefit. This approach relieves Medi-

care patients of the high coinsurance 

Condition Biologic

PSA TNF-alpha blockers or IL-17 blockers

Obesity
infl iximab (Remicade, Janssen), ustekinumab 
(both use weight-based dosing) or IL-17 or IL-23 blockers 

Cardiac disease
TNF-alpha inhibitors (except in New York Heart Association class III or 
IV congestive heart failure)

Multiple sclerosis ustekinumab, IL-17 inhibitors; avoid TNF blockers

Lupus erythematosus ustekinumab

Pregnant or childbearing 

age female

certolizumab (Cimzia, UCB) (does not cross the placental barrier) or 
etanercept (Enbrel, Amgen) (minimal placental transfer) 

Pediatrics Etanercept is approved in patients down to age six years. Children 
actually like ustekinumab (off-label under age 12), says Dr. Lebwohl, 
because it’s given less frequently. Adalimumab (Humira, AbbVie) 
has pediatric data, he says, but is not FDA-approved for children.

TABLE 3:  RECOMMENDATIONS REGARDING PSORIASIS 

COMORBIDITIES AND SPECIAL POPULATIONS 4-7

burden, Dr. Gottlieb says. But it puts 

doctors and hospitals at significant risk 

if insurers don’t pay for the drugs they 

have purchased.

UNMET NEEDS
Dr. Menter says that the only drawback to 

having the new, highly targeted biologics 

is that no test can determine which drug 

will work best for which patient. 

“Many of the choices are not driven 

by what we or patients want, but by what 

third-party payers have as number one 

and number two on their formulary list,” 

he says.

Dr. Lebwohl says, “We still don’t have a 

drug that achieves PASI 100 in the majori-

ty of patients long-term.” 

Bimekizumab is the first drug to spark 

serious conversations about achiev-

ing American College of Rheumatology 

(ACR) 50 or ACR70 in PsA, he adds. 

The story of biologic drugs in psoriasis 

and PsA is so positive, says Dr. Gottlieb, 

that efficacy and safety are no longer her 

top concerns. 

“Patients have lots of choices. The 

biggest challenge with biosimilars and 

branded drugs is the high cost. Access is 

the major issue,” she says. DT

DISCLOSURES: 

Dr. Lebwohl is a paid consultant to Boehringer-Ingelheim. 

He is also an unpaid investigator for most other compa-

nies making biologics for psoriasis (Mount Sinai receives 

payment from these companies). 

Dr. Gottlieb is a consultant and/or advisory board mem-

ber for AbbVie, Allergan, Avotres Therapeutics, Beiers-

dorf, Boehringer-Ingelheim, Bristol-Myers Squibb, Cel-

gene, Dermira, Eli Lilly, Incyte, Janssen, LEO Pharma, 

Novartis, Dr. Reddy’s Laboratories, Sun Pharmaceuti-

cal, UCB, Valeant (Ortho Dermatologics) and XBiotech. 

She has also received research/educational grants from 

Boehringer-Ingelheim, Incyte, Janssen, Novartis, XBio-

tech and UCB.

Dr. Elewski has been a clinical researcher (with funds 

going to UAB) for AbbVie, AnaptysBio, Boehringer-Ingel-

heim, Bristol-Myers Squibb, Celgene, Eli Lilly, Incyte, 

LEO Pharma, Merck, Menlo, Novartis, Pfi zer, Regener-

on, Sun Pharmaceuticals, Valeant (Ortho Dermatolog-

ics) and Vanda. She has also been a consultant (honorar-

ia) for Boehringer-Ingelheim, Celgene, Eli Lilly, LEO Phar-

ma, Menlo, Novartis, Pfi zer, Sun Pharmaceuticals, Vale-

ant (Ortho Dermatologics) and Verrica.

Dr. Menter has been a paid investigator and consultant 

for all companies making biologics for psoriasis, but he 

owns no stock in any of these companies. 
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Obesity, psoriatic 

disease link

by Whitney J. Palmer | Staff Correspondent

PSORIASIS

WEIGHT MANAGEMENT ANOTHER THERAPEUTIC TOOL

latest research has shown it’s actu-

ally endocrinologically active,” says 

April Armstrong, M.D., 

MPH, associate dean 

of clinical research at 

Keck School of Medi-

cine at the University 

of Southern California, 

Los Angeles. “There 

are certain types of adipokines or cyto-

kines that are fat cells that actually help 

perpetuate the level of inflammation. 

They secrete a number of substances 

that make inflammation worse in our 

patients with psoriasis.”

Overall, she says, it’s clear that obe-

sity contributes to the exacerbation of 

psoriasis even if there’s a lack of clarity 

around whether it directly contributes 

to the development of the condition. 

There is a growing body of evidence, 

however, that does point to a causal 

relationship. A study published in Ther-

apeutic Advances in Musculoskeletal 

Disease revealed the incidence of pso-

riatic arthritis grew with an increas-

ing body mass index.1 Additionally, an 

Annals of the Rheumatic Diseases study 

produced similar results. According to 

the study’s findings, psoriatic arthri-

tis risk jumps 10% after age 18 for every 

10-pound weight gain.2 This impact 

points to a need to discuss the rela-

tionship between weight and psoriasis 

with young patients as soon as possible. 

See sidebar on page 14: “Talking to 

patients about obesity, psoriasis.”

According to 2015-2016 Centers for 

Disease Control and Prevention sta-

tistics, obesity impacts approximate-

ly 93.3 million American adults. And, 

even though the exact incidence among 

individuals with psoriatic disease isn’t 

known, data show obesity is prevalent 

in this patient population.

Despite its frequent occurrence, 

questions still exist about the role obe-

sity plays in contributing to 

psoriatic disease and its 

severity. There has 

also been growing 

discussion around 

whether weight 

loss and manage-

ment can be an 

effective therapeu-

tic avenue.

At a minimum, 

many industry experts 

agree that addressing obesi-

ty can be a vital arrow in the quiver for 

treating psoriatic disease.  

“Obesity is a very common co-mor-

bidity of psoriasis and psoriatic arthri-

O
besity has frequently been dubbed an epidemic in the Unit-

ed States and is credited with causing or contributing to a 

wide variety of other chronic ailments, including cardio-

vascular disease and osteoarthritis. However, it’s also a frequent co-

morbidity for another common set of connected conditions — psori-

asis and psoriatic arthritis. 

tis,” says Mark Leb-

wohl, M.D., dermatol-

ogy professor at Icahn 

School of Medicine at 

Mount Sinai. “It has 

a negative impact on 

the response to thera-

pies so that many therapies don’t work 

as well.”

In fact, he says, existing research 

and clinical care interventions 

have shown patients who lose 

weight do respond better to 

psoriasis treatment.

THE IMPACT 
OF OBESITY
Obesity is known to 

cause low-grade inflam-

mation. Fat cells produce 

pro-inflammatory medi-

ators, such as tumor necro-

sis factor-α or interleukin 6, which can 

contribute to the inflammation associat-

ed with psoriasis and psoriatic arthritis.

“What we do know is that our adi-

pose tissue — or fat — is not inert. The 

Dr. Lebwohl

Dr. Armstrong

93.3 
MILLION

ADULTS IN AMERICA ARE OBESE,

ACCORDING TO 2015-2016 

CENTERS FOR DISEASE 

CONTROL & PREVENTION 

STATISTICS.
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minimal disease activity increased 

from 29% to 54% and more than 46% 

saw an improvement in skin clearing. 

INTERVENTION OPTIONS
Overall, treatment options that directly 

address obesity and encourage weight 

loss have been found to have amelio-

rative effects on a patient’s psoriasis 

and psoriatic arthritis. To date, these 

two strategies have produced positive 

results:

y  Lifestyle interventions: Recom-

mending changes in exercise, diet 

and alcohol consumption can signif-

icantly impact psoriasis severity. A 

study published in the British Journal 

of Dermatology showed a significant 

reduction in psoriasis severity after 

patients implemented diet and exer-

cise changes.4 Greater improvements 

in psoriasis were seen in patients who 

lost more weight, but weight loss is 

typically capped at 5% to 10% of over-

all body weight. Long-term effective-

ness is also considered low.

y  Bariatric surgery: This procedure 

can have long-term effects, leading 

to an additional 16% to 30% weight-

loss reduction compared with life-

style interventions. Research shows 

levels for GLP-1 agonists that induce 

weight loss can spike as much as 20 

times in patients who undergo a gas-

tric bypass procedure.5

PATIENT MANAGEMENT
While screening obese psoriasis 

patients for psoriatic arthritis at every 

OBESITY-RELATED 
TREATMENT CONCERNS
In addition to augmenting psoriasis 

and psoriatic arthritis severity, obesi-

ty adds a different dimension to ade-

quately treating patients with medica-

tion, Dr. Armstrong says. It can affect 

how dermatologists choose to treat 

patients in two major ways. 

“Not only does obesity have a direct 

impact in terms of our therapeutic 

options,” she says, “but we also need to 

pay attention to the dose of particular 

medications we give to patients.”

As the majority of psoriasis and pso-

riatic arthritis medications are dose-

dependent, obese patients could be at 

risk for being under-treated. Carefully 

consider a patient’s weight when deter-

mining a prescription. They will need 

enough medication to reach clinical 

efficacy.

However, there are some existing 

treatment options that carry added 

risks for obese patients, Dr. Lebwohl 

says. For example, obese individuals 

have a higher risk of liver fibrosis with 

methotrexate and will need frequent 

liver biopsies to monitor their hepat-

ic health. Additionally, he says, being 

obese also increases a patient’s risk of 

kidney damage with cyclosporine by 

roughly 70%. 

Most injectable drugs are also less 

effective in obese patients, he says. Inf-

liximab (Remicade, Janssen), which is 

dosed by the kilogram, and ustekinum-

ab (Stelara, Janssen), which is double-

dosed for any patient over 220 pounds, 

are exceptions as they produce greater 

skin clearing with higher doses. Newer 

drugs, including interleukin-17 and 

interleukin-23 blockers, are also prov-

ing effective in treating these skin con-

ditions in obese patients.

WEIGHT LOSS AS PREVENTION 
STILL DEBATABLE
Given the connection between the 

inflammation caused by obesity and 

psoriasis and psoriatic arthritis, the 

discussion exists about whether con-

trolling or losing weight can be a pre-

ventive measure.

“It’s been long-debated about 

whether obesity leads to psoriasis or 

whether psoriasis leads to obesity,” Dr. 

Lebwohl says. “Are our patients indoors 

more and not exercising as much 

because they have psoriasis and have 

joint pain, or are they obese and, then, 

get psoriasis?”

Dr. Armstrong agrees. Currently, she 

says, research doesn’t support consid-

ering weight loss as a way to side-step 

psoriatic disease, as not every patient 

with psoriasis or psoriatic arthritis is 

obese. Instead, weight loss is consid-

ered as therapeutic measure, she says. 

And, recent investigations bolster that 

assertion.

According to research published in 

Arthritis Research & Therapy, dropping 

pounds produced a significantly bene-

ficial effect on disease activity in joints, 

connective tissues and skin.3 On aver-

age, study participants lost approxi-

mately 41 pounds. Based on the weight 

decrease, the number of patients with 

“NOT ONLY DOES OBESITY HAVE A DIRECT IMPACT IN 
TERMS OF OUR THERAPEUTIC OPTIONS, BUT WE ALSO 
NEED TO PAY ATTENTION TO THE DOSE OF PARTICULAR 

MEDICATIONS WE GIVE TO PATIENTS.”
April Armstrong, M.D., MPH, Keck School of Medicine, University of Southern California, Los Angeles

https://www.dermatologytimes.com/
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visit is critical for proper management, 

Dr. Armstrong says, it’s equally impor-

tant to discuss how obesity affects pso-

riasis. The topic should be approached 

in a sensitive and supportive manner. 

She recommends establishing a good 

relationship with open communica-

tion first and then introducing the idea 

of weight loss.

“Strive to talk about weight loss in a 

measured way and in a pace the patient 

is comfortable with,” she says. “That 

way, it’s something they can tolerate 

and won’t have much trouble main-

taining.”

Dr. Lebwohl agrees, adding it’s 

important to include how their obe-

sity and psoriasis can also contribute 

to other health problems, such as an 

increased heart attack risk. Any con-

versation should include a discus-

sion of both diet and exercise and how 

patients can change their daily rou-

tines. 

Many patients might push back, Dr. 

Armstrong cautions, so it’s important 

to repeat the message patiently and 

consistently over time.

“If you tell the patient you are there 

for them, in the long run — even if they 

disagree with their treatment options 

— you will be able to develop a success-

ful therapeutic relationship,” Dr. Arm-

strong says. DT

DISCLOSURES: Drs. Lebwohl and Armstrong report 

no relevant disclosures.
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5.  (REQUESTED FROM WRITER)

By WHITNEY J. PALMER

W
ith the high incidence of psoriasis and psoriatic arthritis among patients 

who are obese, it’s important for dermatologists to address weight and 

weight management. But having that conversation is not always easy.

When broaching the subject, says Razieh Soltani-Arabshahi, M.D., clini-

cal assistant professor of dermatology at Keck Medicine at the University of 

Southern California, it’s important to take it slowly and be compassionate.

“This is a sensitive topic, and you don’t want to ruin someone’s inter-

nal body image,” she says. “So, clinicians must be kind when they open 

that door.”

To get the ball rolling, Dr. Soltani-Arabshahi suggests simply asking 

whether the patient has thought about a strategy to control or reduce 

their weight. Their answer can lead to further discussion about the 

weight management tactics they’ve used, and which ones might be a 

good next step.

Ask about their family history, she adds. If they have a family mem-

ber with psoriasis or psoriatic arthritis, refer to that person as an example 

of what the patient could experience if they don’t address any weight con-

cerns. Show them pictures to reinforce the message.

“Photographs of pretty crippling psoriasis or psoriatic arthritis is one of the 

most effective things I’ve seen in getting through to patients who struggle with 

obesity,” she says.

And, be prepared to offer exercise suggestions. For patients who are 

obese, water aerobics and hybrid therapy are good, safe options. If patients 

are uncomfortable going to a gym, designing an at-home workout can also be 

effective.

Even with these techniques in place, Dr. Soltani-Arabshahi fi nds that 

patients will likely fall into two categories — those willing to listen and those who 

aren’t interested. Stay patient, and continue to meet their needs as best as pos-

sible.

TALKING TO PATIENTS ABOUT OBESITY, PSORIASIS
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“You want to make sure they’re listening, but you don’t want to 

push so hard that they don’t come back to you,” she says. “They 

need to make sure you’ll work with them.” e

PSORIASIS



During their lifetimes, as many as 63% 

of adults with psoriasis have psoriatic 

lesions on their genitals. Yet nearly 50% 

of those with genital psoriatic lesions 

don’t talk about the symptoms they’re 

experiencing with their physicians, sug-

gesting genital psoriasis is undertreat-

ed, according to a review of the impact of 

genetic psoriasis on quality of life pub-

lished online August 28, 2018, in Psoriasis 

(Auckland, N.Z.).1

The problem with not addressing 

and treating genital psoriasis is that the 

quality-of-life impairment from geni-

tal lesions may be greater than psoria-

sis elsewhere on the body.1 Studies have 

shown that having psoriasis, in gener-

al, greatly impacts people’s sexual lives. 

Nearly three-quarters of people with 

psoriasis don’t feel comfortable dating 

and 60% don’t want to pursue an inti-

mate relationship because of it.1 

SEXUAL FUNCTION IMPACT 
OF GENITAL PSORIASIS 
Genital involvement is a risk factor for 

sexual dysfunction among people with 

psoriasis, and sexual dysfunction occurs 

in up to 71.3% of all people with psoria-

sis. Other sexual dysfunction risk factors 

associated with psoriasis include disease 

severity and coexistence of depression 

or psoriatic rheumatism, according to a 

is not linked to a significant increase in 

erectile dysfunction.1

GENITAL PSORIASIS SYMPTOMS, 
PRESENTATION
Most, if not all, people with genital psori-

asis suffer from itch, making it the most 

commonly reported symptom. Forty 

percent of genital psoriasis patients 

report itch is the most bothersome symp-

tom; 40% report stinging and burning in 

the genital area is the most bothersome; 

and 20% report they’re most bothered by 

pain from genital psoriasis.1 All of these 

symptoms can interfere with the quality 

of one’s sex life and intimacy. 

Men with genital psoriasis most com-

monly present with the subtypes penile 

psoriasis and inverse psoriasis.4 Among 

the clinical signs: bright red, homog-

enous, sharply demarcated inguinal, 

scrotal or penile plaques without cen-

tral clearing. Lesions are often prurit-

ic, according to the paper in Sexual Medi-

cine Review. 4

WHAT CAN YOU DO? 
About three-quarters of genital psoria-

sis patients believe that their physicians 

don’t pay enough attention to possible 

sexual problems from the condition.1 

And patients want dermatologists and 

other providers to do more to treat their 

symptoms.2

The vast majority of people with gen-

ital psoriasis go without treatment or 

are undertreated.1 Up to 66% of these 

patients report they’ve never used treat-
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Genital psoriasis 

QoL implications
by Lisette Hilton | Staff Correspondent

G
enital psoriasis is common, undertreated and takes a seri-

ous toll on quality of life, according to reviews and papers 

published since 2018.

study published this year.2

Sexual dysfunction side effects might 

also result with psoriasis treatments, 

such as methotrexate and adalimumab 

(Humira, AbbVie).2

“Patients with genital psoriasis expe-

rience decreased frequency of inter-

course, avoid sexual relationships and 

have reduced sexual desire,” report 

the authors of the review in Psoriasis 

(Auckl).1

Genital psoriasis patients might be 

more likely than other psoriasis patients 

to have pain during and after inter-

course.1 

Women with the condition, who often 

experience dyspareunia, appear to suf-

fer more distress from genital psoriasis’s 

impact than men.1

In a study of 150 Brazilian women 

with and without psoriasis, one in five 

women with psoriasis reported geni-

tal involvement. Psoriasis negatively 

impacted sexual function, including in 

the domains of desire, arousal, lubrica-

tion, orgasm, satisfaction and pain.3

“Psoriasis is the most common 

inflammatory lesion of the male genita-

lia,” according to a paper in Sexual Medi-

cine Review, published January 2019.4

But while having genital psoriasis 

impairs male sexual function, the pres-

ence of these lesions on male genital area 

50
% 

OF PATIENTS WITH GENITAL 

PSORIATIC LESIONS DON’T 

DISCUSS SYMPTOMS 

WITH THEIR 

PHYSICIANS.

https://www.dermatologytimes.com/
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PSORIASIS

Tx considerations 

for women, kids

by Cheryl Guttman Krader | Staff Correspondent

RESEARCH SUGGESTS DISEASE DIFFERENCES 

adolescents aged 12 years and older.

The situation is changing slowly. 

A recent phase 3 study compared 

methotrexate and adalimumab in pedi-

atric patients and the results favored the 

biologic.1 It should be noted, however, 

that methotrexate was administered at a 

relatively low dose (mean  of ~0.15 mg/kg 

once weekly), Dr. Paller says. 

There have been published stud-

ies investigating ustekinumab in ado-

lescents, and studies of adalimumab 

(Humira, AbbVie) have been conducted 

outside of the United States. In addition, 

studies are ongoing to evaluate ixeki-

zumab (Taltz, Eli Lilly) in adolescents, 

ustekinumab in children 6-11 years old, 

and guselkumab (Tremfya, Janssen) in 

adolescents.

“Hopefully this research will lead to 

approval of more biologics for the treat-

ment of psoriasis in children. To date, we 

have been treating children with biolog-

ics off-label when it is possible to obtain 

authorization, but our approaches are 

based on what we know from studies in 

adults,” Dr. Paller says.

The expansion that is occurring in 

biologic therapies for psoriasis under-

scores the need for more basic science 

research on pediatric psoriasis. Potential 

age-related differences in immunopa-

thology may have implications for treat-

ment selection, Dr. Paller says.

In that regard, she notes that a small 

pilot study analyzing skin samples of 

plaque psoriasis using flow cytome-

According to Amy S. Paller, M.D., a need 

for more research aptly describes the 

current state of knowledge about mul-

tiple aspects of psoriasis in the pediat-

ric population. Howev-

er, there have been some 

recent positive develop-

ments, she says.  

Dermatologists can 

look forward to the 

upcoming release of 

Joint American Academy of Dermatolo-

gy-National Psoriasis Foundation (AAD-

NPF) guidelines of care for the manage-

ment of psoriasis in pediatric patients, 

which are expected to be published later 

in 2019.

“It is exciting that we will be having a 

new set of management guidelines com-

ing out in psoriasis and doubly exciting 

that, for the first time, we will have guide-

lines dedicated to the pediatric popu-

lation,” says Dr. Paller, Walter J. Ham-

lin Professor and chair of dermatolo-

gy, Northwestern University Feinberg 

School of Medicine, Chicago. “There are 

unique physiological and social consid-

P
soriasis has been estimated to affect up to 3% of the popula-

tion. For the majority of patients, onset occurs before the age 

of 40, and up to one-third of cases begin in childhood. Relat-

ed to these data about the epidemiology of psoriasis are unique ques-

tions about its treatment and other issues in the pediatric population 

and for women of childbearing age. 

erations for pediatric patients with psori-

asis relative to the adult population, and 

so it is important to have a separate set of 

guidelines for psoriasis management in 

children.”

Expert opinion based on the expe-

rience of the guideline working group 

members was important for developing 

the guideline’s treatment recommenda-

tions considering the limited evidence on 

treatment of pediatric plaque psoriasis. 

“There is some mid-level evidence on 

the use of biologic agents for treating pso-

riasis in children, but high-quality trials 

providing information about the safety 

and efficacy of other treatments are more 

limited,” Dr. Paller says.

Only a few treatments have an FDA-

approved indication for treatment of pso-

riasis in children. They include a top-

ical combination corticosteroid-vita-

min D3 analog (calcipotriene and beta-

methasone dipropionate 0.005%/0.064%, 

Taclonex, LEO Pharma), ustekinum-

ab (Stelara, Janssen), and etanercept 

(Enbrel, Amgen), but the topical product 

and ustekinumab are only approved in 

Dr. Paller



“The consistent message from these 

studies is that women whose psoriasis 

flares during pregnancy have a strong 

chance of experiencing a flare after deliv-

ery. Women who have stopped treatment 

during pregnancy may want to consid-

er getting onto treatment soon after the 

baby is born to try to control the disease.”

TREATMENT SELECTION
Dr. Wu says that women with psoriasis 

and their treating physicians should be 

aware of data showing that almost half of 

pregnancies among women in the Unit-

ed States are unplanned. Therefore, con-

sideration needs to be given to the safe-

ty of treatments available for psoriasis, 

regardless of the patient’s intentions to  

become pregnant. 

Medications that need to be avoid-

ed in women who are pregnant include 

methotrexate, which is an abortifacient, 

teratogen and mutagen; and acitretin.

“Use of acitretin is really limit-

ed in women of childbearing potential 

because of the risk of its metabolic con-

version to etretinate that is teratogen-

ic and stored in the liver from where it is 

slowly released for up to three years,” Dr. 

Wu says. 

Tazarotene, which may be used as 

topical treatment for psoriasis or acne, is 

also contraindicated for use during preg-

nancy. 

Women can be encouraged to use top-

ical moisturizers and emollients. Top-

ical corticosteroids can be considered 

as well, but various groups have offered 

try found that affected children had sig-

nificantly higher levels of IL-22 express-

ing cells and significantly lower lev-

els of IL-17 expressing cells than affect-

ed adults.2

“These findings suggest possible dif-

ferences in the pathogenesis of pediat-

ric and adult psoriasis and in targets for 

therapy,” Dr. Paller says.

There are also gaps in knowledge 

about medical comorbidities in pediat-

ric patients with psoriasis that need to be 

addressed with more research. 

It is clear that there is a disproportion-

ate prevalence of obesity among adoles-

cents with psoriasis compared with the 

general population, and even younger 

children with psoriasis seem more likely 

to be obese than their unaffected peers.

According to the results of at least one 

study, obesity in children with psoria-

sis preceded onset of the skin disease in 

more than 90% of the children.3

“The comorbidity of obesity with pso-

riasis begs the question of whether ear-

lier intervention to control psoriasis will 

prevent the later development of cardio-

vascular and metabolic issues that are 

related to obesity. Studies addressing this 

issue are being conducted in adult pop-

ulations, but it will be many years before 

we know the answer in children,” Dr. 

Paller says.

She adds that growth in patient regis-

tries, which provide a resource for longi-

tudinal follow-up, is a positive develop-

ment for helping to answer this and other 

questions. 

“A longitudinal registry for children 

with psoriasis in the U.S. is an unmet 

need,” Dr. Paller says.  

CHALLENGES IN WOMEN 
OF CHILDBEARING AGE
Psoriasis does not appear to impact fer-

tility, and there are conflicting data 

about whether psoriasis itself affects the 

risk of pregnancy complications and 

pregnancy outcomes. 

While some studies show that women 

with psoriasis are at increased risk for 

adverse events including spontaneous 

and induced abortions or delivery of pre-

term and low birth weight infants, other 

studies find no associations between 

psoriasis and these problems.

The major issue for women of child-

bearing age is the need to balance the 

benefits of treatment for maintaining 

control of psoriasis with the potential 

risks to the child if the woman becomes 

pregnant or is breastfeeding, accord-

ing to Jashin J. Wu, M.D., who is a mem-

ber of the working group 

developing the joint 

AAD-NPF guidelines 

of care for the manage-

ment and treatment of 

psoriasis. He is found-

er and CEO, Dermatolo-

gy Research and Education Foundation, 

Irvine, Calif.

“In my experience, most women who 

are pregnant want to stop all medical 

therapy for psoriasis because they are 

concerned about harming their baby. 

Limited data show that stopping treat-

ment may not risk worsening of their pso-

riasis, but for those women who do flare, 

there may be a greater risk of flare post-

partum,” Dr. Wu says.

Dr. Wu cites a study published in 2005 

that evaluated change in psoriasis sever-

ity during pregnancy based on patient 

self-reports and body surface area (BSA) 

of involvement.4 By both measures, twice 

as many patients reported improvement 

during pregnancy than worsening. 

Postpartum, however, the percentage 

of women whose psoriasis worsened was 

much higher than the percentage whose 

disease improved, as assessed both by 

self-report (7-fold difference) and BSA 

change (6-fold difference). 

Recently, a study conducted by Dr. 

Wu and colleagues analyzed postpar-

tum flares in relation to whether or not 

patients had a flare during pregnancy.5

Flare frequency, measured as flares per 

month per 100 pregnancies, was similar 

in the two groups at baseline before preg-

nancy, but the women who had flares 

during pregnancy were more likely to 

experience a flare postpartum. 
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Dr. Wu

topical combination corticosteroid-vita-

min D3 analog (calcipotriene and betameth-
asone dipropionate 0.005%/0.064%, Taclon-
ex) — approved in adolescents aged 12 

years and older.

ustekinumab (Stelara) — approved in ado-

lescents aged 12 years and older.

etanercept (Enbrel)

PSORIASIS TREATMENTS 
APPROVED FOR CHILDREN

https://www.dermatologytimes.com/
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ment for their genital lesions.1

These patients often don’t talk about 

the problem with their doctors because 

of the stigmatization, feeling shy or fear 

of judgement. 

“Because of the taboo nature of gen-

ital skin disease and sexual impair-

ment, physicians should take a proactive 

approach and ask their psoriasis patients 

and symptoms involving the genital 

area,” the review authors report.1

Questions remain about the optimal 

treatment for genital psoriasis. Good 

hygiene and less than two weeks of a low-

potency topical corticosteroid are today’s 

treatment mainstay.4

“Genital psoriasis is uniquely chal-

lenging to treat because of the sensitivity 

and high absorption of topical agents in 

the area…,” they write.1

Researchers found sexual dys-

function in men with genital psoriasis 

improved with ixekizumab (Taltz, Eli 

Lilly) treatment.5

Dermatologists, according to the 

review, should look at what can be con-

siderable quality-of-life deficits from 

genital psoriasis when considering sys-

temic treatments — not just the degree of 

cutaneous involvement, they write.1

MORE DATA NEEDED
More studies using comparable quali-

ty-of-life instruments are needed to get 

a clearer picture of how genital psoria-

sis impacts quality of life, researchers 

report.1 

Having validated instruments for 

genital psoriasis (which didn’t exist but 

are in the works, according to the review 

in Psoriasis [Auckl]) will help research-

ers and ultimately dermatologists better 

understand how to best treat genital pso-

riasis.1 DT

REFERENCES:
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2.  Dauendorffer JN, Ly S, Beylot-barry M. Psoria-

sis and male sexuality. Ann Dermatol Venereol. 
2019;146(4):273-278.

3.  Kurizky PS, Martins GA, Carneiro JN, Gomes CM, 

Mota LMHD. Evaluation of the occurrence of sex-
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female patients with psoriasis. An Bras Dermatol. 
2018;93(6):801-806.

4.  Gabrielson AT, Le TV, Fontenot C, Usta M, Hellstrom 

WJG. Male Genital Dermatology: A Primer for the Sex-

ual Medicine Physician. Sex Med Rev. 2019;7(1):71-

83.

5.  Ryan C, Menter A, Guenther L, et al. Effi cacy and safe-

ty of ixekizumab in a randomized, double-blinded, 

placebo-controlled phase IIIb study of patients with 

moderate-to-severe genital psoriasis. Br J Dermatol. 
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recommendations for dosage based on 

corticosteroid potency and even with 

respect to avoidance during the first tri-

mester. 

Calcineurin inhibitors are also 

expected to be safe to use during preg-

nancy, although there are reports asso-

ciating oral use of these agents during 

pregnancy with low birth weight, prema-

turity, and malformations.

Phototherapy with broadband or nar-

rowband UVB is considered a viable 

option for women who are pregnant or 

breastfeeding. However, PUVA is contra-

indicated because psoralen is mutagenic 

and teratogenic.

Among the biologics, certolizumab 

pegol (Cimzia, UCB) is considered the 

safest in pregnancy and during lactation. 

“Certolizumab pegol, which is an Fc-

free TNFα inhibitor, is the only biologic 

for which there is clinical trial data show-

ing it does not cross the placenta,” Dr. Wu 

says. “Other TNF inhibitors, such as adali-

mumab and infliximab, have been shown 

to have active transfer to the placenta.6”

The safety of using agents within 

the newer classes of biologics, includ-

ing IL-12/IL-23 , Il-23, IL-17 inhibitors is 

uncertain. Data showing that prolonged 

remissions are maintained after treat-

ment with IL-23 inhibitors is stopped 

suggests they might be considered for 

women with severe disease who want 

to become pregnant but do not want to 

be on medication when they are trying 

to conceive and during their pregnancy. 

But there is no evidence to establish the 

safety of their use in women who become 

pregnant, Dr. Wu says. DT

DISCLOSURES: Dr. Paller and Dr. Wu serve as consul-

tants to and receive honoraria as speakers for com-

panies that market products used for the treatment of 

psoriasis.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION

This brief summary does not include all the information needed to use BRYHALI safely and 

effectively. See full prescribing information for BRYHALI.

BRYHALI™ (halobetasol propionate) lotion, 0.01% for topical use  

Initial U.S. Approval: 1990

INDICATIONS AND USAGE

BRYHALI™ (halobetasol propionate) Lotion, 0.01% is indicated for the topical treatment of 

plaque psoriasis in adults.

CONTRAINDICATIONS

None.

WARNINGS AND PRECAUTIONS

Hypothalamic-Pituitary-Adrenal (HPA) Axis Suppression

BRYHALI 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 with the topical corticosteroid.

The potential for hypothalamic-pituitary-adrenal (HPA) axis suppression with BRYHALI was 

evaluated in a study of 19 adult subjects with moderate to severe plaque psoriasis involving 

≥20% of their body surface area (BSA). HPA axis suppression was reported for 1 (5.6%) 

subject at Week 4 and for 3 (15.8%) subjects at Week 8. All 3 subjects had normal HPA axis 

suppression test with discontinuation of treatment [see Clinical Pharmacology in full 

Prescribing Information]. 

Because of the potential for systemic absorption, use of topical corticosteroids, including 

BRYHALI, 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, reduce the 

frequency of application, or substitute a less potent steroid. Manifestations of adrenal 

insufficiency may require supplemental systemic corticosteroids. Recovery of HPA axis 

function is generally prompt and complete upon discontinuation of topical corticosteroids.

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 corticosteroids. Pediatric 

patients may be more susceptible than adults to systemic toxicity from the use of topical 

corticosteroids due to their larger surface-to-body mass ratios [see Use in 

Specific Populations].

Local Adverse Reactions

Local adverse reactions from topical corticosteroids may include atrophy, striae, 

telangiectasias, burning, itching, irritation, dryness, folliculitis, acneiform eruptions, 

hypopigmentation, perioral dermatitis, allergic contact dermatitis, secondary infection, and 

miliaria. These may be more likely with occlusive use, prolonged use, or use of higher 

potency corticosteroids, including BRYHALI. Some local adverse reactions may 

be irreversible.

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 BRYHALI until the infection 

has been adequately treated.

Allergic Contact Dermatitis 

Allergic contact dermatitis with corticosteroids is usually diagnosed by observing failure to 

heal rather than noting a clinical exacerbation. Consider confirmation of a clinical diagnosis 

of allergic contact dermatitis by appropriate patch testing. Discontinue BRYHALI if allergic 

contact dermatitis occurs.

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, 426 adults with 

plaque psoriasis were treated with BRYHALI and had post-baseline safety data. Subjects 

applied BRYHALI once daily for up to eight weeks. Table 1 presents adverse reactions that 

occurred in at least 1% of subjects treated with BRYHALI and more frequently than in 

vehicle-treated patients.

Table 1: Adverse Reactions Occurring in ≥1% of the Subjects Treated with 

BRYHALI through Week 8

BRYHALI 

(N=284)

Vehicle 

(N=142)

Adverse Reaction % %

Upper Respiratory Tract Infection 2% 1%

Application Site Dermatitis 1% 0

Hyperglycemia 1% 0

USE IN SPECIFIC POPULATIONS

Pregnancy

Risk Summary

There are no available data on BRYHALI use in pregnant women to inform a drug-

associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes.

In animal reproduction studies, increased malformations, including cleft palate and 

omphalocele, were observed after oral administration of halobetasol propionate during 

organogenesis to pregnant rats and rabbits. 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 BRYHALI.  

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 to 4% and 15 to 

20%, respectively. 

Data

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.

Lactation

Risk Summary

There are no data on the presence of halobetasol propionate or its metabolites in human 

milk, the effects on the breastfed infant, or the effects on milk production after 

treatment with BRYHALI.

Systemically administered corticosteroids appear in human milk and could suppress 

growth, interfere with endogenous corticosteroid production, or cause other untoward 

effects. It is not known whether topical administration of corticosteroids could result in 

sufficient systemic absorption to produce detectable quantities in human milk. 

The developmental and health benefits of breastfeeding should be considered along with 

the mother’s clinical need for BRYHALI and any potential adverse effects on the breastfed 

child from BRYHALI. 

Clinical Considerations

Advise breastfeeding women not to apply BRYHALI directly to the nipple and areola to avoid 

direct infant exposure.

Pediatric Use

Safety and effectiveness of BRYHALI 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 284 subjects exposed to BRYHALI in clinical trials, 61 subjects were 65 years or older. 

Clinical trials of BRYHALI 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.

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, or 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. 

Studies in rats following oral administration of halobetasol propionate at dose levels up to 

0.05 mg/kg/day indicated no impairment of fertility or general reproductive performance.

PATIENT COUNSELING INFORMATION

Advise the patient to read the FDA-approved patient labeling (Patient Information).

Manufactured for:
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