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Psychiatrist Andrea Sandoz, dermatologist and psychiatrist
Francisco A. Tausk, and rheumatologist Christopher Ritchlin
staff the multidisciplinary Rochester psoriasis clinic.

Specialists Form
Psoriasis Team

BY MICHELE G.
SULLIVAN
Mid-Atlantic Bureau

new treatment para-
Adigm is emerging for
psoriasis—multidiscipli-

nary clinics that care for pa-
tients who present with multi-
ple symptoms.

Most of the dozen or so of
these clinics now scattered
around the country combine
dermatology and rheumatol-
ogy—a logical pairing for a dis-
ease that strikes both systems.
But two—one in Rochester,
N.Y., and the other in Cleve-
land—employ a larger team ap-
proach, with psychiatrists, car-
diologists, endocrinologists,
ophthalmologists, nutritionists,
and nurses working together to
treat and educate patients in
every phase of the disease.

Physicians at both clinics agree
that it is time to step up care for
patients with psoriasis, many of
whom are undertreated, inap-
propriately treated, or even un-
diagnosed. A recent analysis of

the National Health and Nutri-
tion Examination  Survey
(NHANES) concluded that 5
million adults in the United
States have psoriasis, and that as
many as 3.6 million have active
but undiagnosed disease (J. Am.
Acad. Dermatol. 2008 [doi:10.
1016/j.jaad.2008.09.022]).

The Rochester Clinic

Just as concerning are misdiag-
nosed patients who have been
prescribed unnecessary biolog-
ics, said Dr. Francisco A. Tausk,
a professor of dermatology and
psychiatry at the University of
Rochester, and a staff physician
at the university’s psoriasis cen-
ter. “We have had patients who
have been told they have psori-
atic arthritis and psoriasis and
didn’t have either one,” he said.
“It goes both ways.”

Dr. Tausk runs the weekly
clinic, which opened last April.
Twice a month, he’s joined by
rheumatologist Dr. Christopher
Ritchlin and psychiatrist Dr. An-
drea Sandoz, both of the Uni-

See Psoriasis page 2
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Diode Laser Tx
Clears Dermatosis
Papulosis Nigra

Of the lesions, 98% cleared or improved.

BY BRUCE JANCIN

Denver Bureau

PHOENIX — A 532-nm diode
laser was highly effective at
clearing extensive dermatosis
papulosis nigra lesions while
avoiding the pigmentary com-
plications that are the bane of
conventional treatments for this
disorder of darker skin, accord-
ing to the results of a study in-
volving 40 patients with a total
of 1,312 lesions.

In the study, patients with
Fitzgerald skin types IV-VI were
treated with the Iridex 532-nm
KTP DioLite*? laser for exten-
sive lesions of dermatosis papu-
losis nigra (DPN) that they
found distressing and aestheti-
cally unappealing, Dr. Ayman
El-Attar said at the annual meet-

ing of the American Academy
of Cosmetic Surgery.

Of the 1,312 DPN lesions on
the face, neck, and upper torso
addressed over the course of
three or four sessions, 98%
were cleared or significantly
improved at follow-up. The
other 2% were located close to
the eyelid margins, so Dr. El-
Attar elected to leave them un-
treated.

“Using eye shields, you could
easily treat those,” however,
noted Dr. El-Attar, who is a
laser and cosmetic skin surgeon
in Somerset, N.J.

For purposes of the study, ef-
ficacy and patient satisfaction
were assessed 4 weeks after
each treatment session and
again 6 months after the final

See Diode Laser page 4

CASE OF THE MONTH

33-year-old man complained of patchy hair loss that start-

ed in his beard and spread to the rest of his body over
the past 6 years. He had a history of chronic scaly lesions on
his elbows and knees for 12 years. The only normal hair
growth left was within scaly red plaques on his forearms and
legs. What's your diagnosis? See Case of the Month, page 47.
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Diode Laser from page 1

treatment. Patient evaluations of their
outcome ranged from “satisfied”
“very satisfied.”

The 532-nm DioliteXP laser, a diode-
pumped, frequency-doubled Nd:YAG
laser, is widely used in office-based der-
matology for treatment of facial telang-
iectasias.

The green light wavelength laser is ex-
tremely lightweight, affordable, easy to
use, and readily moved between treat-

Undertreatment the Key in DPN

ment rooms. The small spot size and lim-
ited depth of penetration permit the op-
erator to avoid laser-induced purpura,
Dr. El-Attar explained.

The 532-nm diode laser enables pa-
tients being treated for DPN to go
straight back to work with no down-
time for recovery. The key to excellent
results, Dr. El-Attar stressed, is to treat
cautiously, spreading the work over
three or four sessions separated by
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about 4 weeks in patients with numer-
ous lesions.

“The end point of treating these le-
sions is graying of the lesion. You don’t
want to go past this end point. Because
African Americans and others with dark-
er skin types are very prone to pigmen-
tary changes, we try to be very conserv-
ative. That’s why we use several sessions.
We never go overboard. We always un-
dertreat,” he said.

Depending upon the size and thick-
ness of alesion, he uses a repetition rate
of 5-7 Hz at 10-16 J/cm? of power.
Most lesions are adequately treated in a

PROFESSIONAL BRIEF SUMMARY - See package insert for full prescribing information

CUTIVATE’ LOTION, 0.05%
(fluticasone propionate lotion) Rx Only

FOR TOPICAL USE ONLY.
NOT FOR OPHTHALMIC, ORAL, OR INTRAVAGINAL USE.
INDICATIONS AND USAGE: CUTIVATE® (fluticasone propionate) Lotion is indicated for the relief of the inflammatory and pruritic
manifestations of atopic dermatitis in patients 1 year of age or older. The safety and efficacy of drug use for longer than 4 weeks
in this population have not been established. The safety and efficacy of CUTIVATE® Lotion in pediatric patients below 1 year of age
have not been established.
CLINICAL PHARMACOLOGY: Like other topical corticosteroids, fluticasone propionate has anti-inflammatory, antipruritic,
and vasoconstrictive properties.
Although fluticasone propionate has a weak affinity for the progesterone receptor and virtually no affinity for the mineralocorti-
coid, estrogen or androgen receptors, the clinical relevance as related to safety is unknown. Fluticasone propionate is lipophilic
and has strong affinity for the glucocorticoid receptor. The therapeutic potency of glucocorticoids is related to the half-life of the
glucocomcom receplorcumplex The half-life of the fluticasone propionate-glucocorticoid receptor complexis approximately 10 hours.
ion: The extent of ion of topical cor ids is determined by many factors,
|n|:|ud|ng the vehicle and the integrity of the epidermal barrier. Occlusive dressing enhances penetration. Topical corticosteroids can
be absorbed from normal intact skin. Inflammation and/or other disease processes in the skin increase percutaneous absorption.
Special Population (Pediatric): Plasma fluticasone levels were measured in patients 2 years - 6 years of age in an HPA axis suppres-
sion study. A total of 13 (62%) of 21 patients tested had measurable fluticasone at the end of 3 - 4 weeks of treatment. The mean +
SD fluticasone plasma values for patients aged under 3 years was 47.7 + 31.7 pg/mL and 175.5 + 243.6 pg/mL. Three patients had
fluticasone levels over 300 pg/mL, with one of these having a level of 819.81 pg/mL. No data was obtained for patients < 2 years of age.
CLINICAL STUDIES: CUTIVATE® Lotion applied once daily was superior to vehicle in the treatment of atopic dermatitis in
two studies. The two studies enrolled 438 patients with atopic dermatms aged 3 months and older, of which 169 patients
were selected as having clinically significant* signs of erythema, infi jon and i g ing at base-
line. Table 1 presents the percentage of patients who completely cleared of erythema, infiltration/papulation and
erosion/oozing/crusting at Week 4 out of those patients with clinically significant baseline signs.

Table 1: Complete Clearance Ral
CUT]

Study 1 9/45 (20%)
Study 2 7/44 (16%)

0/37 (0%)
1/43 (2%)

'Clmlcally significant was defined as having moderate or severe involvement for at least two of the three signs (erythema,
infilt ion, or erosi ing) in at least 2 body regions. Patients who had moderate to severe disease in
assingle body region were excluded from the analysis.

CONTRAINDICATIONS: CUTIVATE® Lotion is contraindicated in those patients with a history of hypersensitivity to any of the
components of the preparation.

PRECAUTIONS:

General: Systemic absorption of toplcal comcostemlds can produce reversible hypothalamic-pituitary-adrenal (HPA) axis suppression
with the potential for glucocorti iciency after wi from treatment. Manifestations of Cushing’s syndrome,
hyperglycemia, and glucosuria can also be produced in some patients by systemic absorption of topical corticosteroids while on treatment.
Patients applying a potent topical steroid to a large surface area or to areas under occlusion should be evaluated periodically for
evidence of HPA axis suppression. This may be done by using cosyntropin (ACTH14p4) stimulation testing.

Forty-two pediatric patients (4 months to < 6 years of age) with moderate to severe atopic eczema who were treated with CUTIVATE®
Lotion for at least 3-4 weeks were assessed for HPA axis suppression and 40 of these subjects applied at least 90% of appli-

There are no adequate and well-controlled studies in pregnant women. During clinical trials of CUTIVATE® Lotion, women of childbear-
ing potential were required to use contraception to avoid pregnancy. Therefore, CUTIVATE® Lotion should be used during pregnancy only
if the potential benefit |ustmes the polemlal risk to lhe fetus.

Nursing Mothers: cor 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 corti-
costeroids could result in sufficient systemic ion to produce ities in human milk. Because many drugs
are excreted in human milk, caution should be exercised when CUTIVATE® Lotion is administered to a nursing woman.
Pediatric Use: CUTIVATE® Lotion may be used in pediatric patients as young as 1 year of age. The safety and efficacy of CUTIVATE®
Lotion in pediatric patients below 1 year of age have not been established.

Forty-two pediatric patients (4 months to < 6 years of age) with moderate to severe atopic eczema who were treated with CUTIVATE®
Lotion for at least 3-4 weeks were assessed for HPA axis suppression and 40 of these subjects applied at least 90% of applications.
None of the 40 evaluable patients suppressed, where the sole criterion for HPA axis suppression is a plasma cortisol level of less
than or equal to 18 micrograms per deciliter after cosyntropin stimulation. Although HPA axis suppression was observed in 0 of
40 pediatric patients (upper 95% confidence bound is 7.2%), the occurrence of HPA axis suppression in any patient and especially
with longer use cannot be ruled out.

In other studies with fluti propit topical for { adrenal suppi has been observed. CUTIVATE® (fluticasone
propionate) Cream, 0.05% caused HPA axis suppression in 2 of 43 pediatric patients, ages 2 and 5 years old, who were treated
for 4 weeks covering at least 35% of the body surface area. Follow-up testing 12 days after treatment discontinuation, available for
1 of the 2 patients, demonstrated a normally responsive HPA axis.

HPA axis suppression, Cushing’s syndrome, linear growlh retardatlon delayed weight gain, and intracranial hypertension have been reported
in pediatric patients receiving topical corti i uf adrenal |n pediatric patients include low plasma cor-
tisol levels to an absence of response to ACTH sti { of i ion include bulging fontanelles,
headaches, and bilateral papilledema.

In addition, local adverse events including atrophy, striae, I ia, and
with topical use of corticosteroids in pediatric patients.

Geriatric Use: A limited number of patients above 65 years of age have been treated with CUTIVATE® Lotion in US and non-US
clinical trials. Specifically only 8 patients above 65 years of age were treated with CUTIVATE® Lotion in controlled clinical trials.
The number of patients is too small to permit separate analyses of efficacy and safety.

ADVERSE REACTIONS: In 2 multicenter vehicle-controlled clinical trials of once-daily application of CUTIVATE Lotion by 196 adult and
242 pediatric patients, the total incidence of adverse reactions considered drug related by investigators was approximately 4%. Events
were local cutaneous events, usually mild and self-limiting, and consisted primarily of burning/stinging (2%). All other drug-related
events occurred with an incidence of less than 1% and inclusively were contact dermatitis, exacerbation of atopic dermatitis, folliculi-
tis of legs, pruritus, pustules on arm, rash, and skin infection (0 vs. 1%).

Per Table 2, the actual number/(per cent) of drug-related events for the CUTIVATE Lotion group (N=221) versus the vehicle group
(N=217), respectively, were burning/stinging 4/(2%) vs. 3/(1%); contact dermatitis 0/(0) vs. 1(<1%); exacerbation of atopic der-
matitis 0/(0) vs. 1/(<1%); folliculitis of legs 2/(<1%) vs. 0/(0); pruritus 1/(<1%) vs. 1/(<1%); pustules on arm 1/(<1%) vs. 0/(0);
rash 1/(<1%) vs. 2/(<1%); and skin infection 0/(0) vs. 3/(1%).

The incidence of drug-related events on drug compared to vehicle (4% and 5%, respectively) was similar. Events as per Table 3
were local, cutaneous, and inclusively were dry skin, 3 events (7%); stinging at application sites, 2 events (5%); and excoriation,
1 event (2%).

In an open-label study of 44 pediatric patients applying CUTIVATE® Lotion to at least 35% of body surface area twice daily for 3 or 4
weeks, the overall incidence of drug-related adverse events was 14%. Events as per Table 3 were local, cutaneous, and inclusively
were dry skin (7%), stinging at application site (5%), and excoriation, 1 event (2%).

change have been reported

Table 4: Adverse Events Occurring in > 1% of Patients from Either Arm from
Controlled Clinical Trials (n=438)

cations. None of the 40 evaluable patients suppressed, where the sole criterion for HPA axis suppression is a plasma cortisol Body System CUTIVATE® Lotion Vehicle Lotion

level of less than or equal to 18 micrograms per deciliter after cosyntropin stimulation. Although HPA axis suppressmn was =221 =217

observed in 0 of 40 pediatric patients (upper 95% confidence bound is 7.2%), the occurrence of HPA axis supp in

any patient and especially with longer use cannot be ruled out. In other studies with fluticasone propionate topical formulations, Any Adverse Event 77 (35%) 82 (38%)

adrenal suppression has been observed. Skin

If HPA axis suppression is noted, an attempt should be mad to withdraw the drug, to reduce the frequency of application, or to subsfitute Burning and Stinging 4(2%) 3(1%)

aless potent steroid. Recovery of HPA axis function is generally prompt upon di of topical corti signs Pruritus 3(1%) 5 (2%)

and of i may occur requiring systemic ids. For ion on sys- Rash 2 (<1%) 3 (1%)

temic ion, see for those products. Skin Infection 0 3 (1%)

Pediatric patients may be more susceptible to systemic toxicity from equivalent doses due to their larger skin surface to body mass ratios (see Ear. Nose, Throat

PREGAUTIONS: Pediatric Use). Gommon Cold 9 (4%) 5 (2%)

Fluticasone propionate Lotion, 0.05% may cause local cutaneous adverse reactions (see ADVERSE REACTIONS). Ear Infection 3 (1%) 3 (1%)

Fluticasone propionate lotion contains the excipient imidurea which releases traces of formaldehyde as a breakdown product. Nasal Sinus Infection 2 (<1%) 4(2%)

Formaldehyde may cause allergic sensitization or irritation upon contact with the skin. Rhinitis 1(<1%) 3(1%)

If irritation develops, CUTIVATE® Lotion should be discontinued and appropriate therapy instituted. Allergic contact dermati- U;}p?r Respiratory Tract 6 (3%) 7 (3%)

tis with corticosteroids is usually diagnosed by observing failure to heal rather than noting a clinical exacerbat\on as wnh nfection

most topical products not containing corticosteroids. Such an observation should be with appropri Gastroil i

patch testing. Normal Tooth Eruption 2 (< 1%) 3 (1%)

If concomitant skin infections are present or develop, an appropriate antifungal or antibacterial agent should be used. If a Diarrhea 3 (1%) 0

favorable response does not occur promptly, use of CUTIVATE® Lotion should be discontinued until the infection has been ade- Vomiting 3 (1%) 2 (<1%)

quately controlled. Lower Respiratory

CUTIVATE® Lotion should not be used in the presence of preexisting skin atrophy and should not be used where infection Cough 7 (3%) 6 (3%)

is present at the treatment site. CUTIVATE® Lotion should not be used in the treatment of rosacea and perioral dermatitis. Influenza 5(2%) 0

Lahnralnry Tests: The cnsyntropm (ACTH1.24) stimulation test may be helpful in evaluating patients for HPA axis suppression. Wheeze 0 3 (1%)
i of Fertility: No studies were to ine the phott Neurology

potential of CUTIVATE® Lotlon. Headache 4(2%) 5 (2%)

Inan oral (gavage) mouse carcinogenicity study, doses of 0.1, 0.3 and 1 (] i i were I to mice

for 18 months. Fluticasone propi no igenic potential at oral doses up to 1 mg/kg/day (less than the MRHD Non-Site Specific

in adults based on body surface area comparisons) in this study. ever 8 (4%) 8 (4%)

In a dermal mouse carci icity study, 0.05% propionate ointment (40 pil) was topically admini for 1, Seasonal Allergy 2 (<1%) 3 (1%)

3 or 7 days/week for 80 weeks. Fi propionate no ic potential at dermal doses up to 6.7
pg/kg/day (less than the MRHD in adults based on body surface area comparisons) in this study.
Fluticasone propionate revealed no evidence of mutagenic or clastogenic potential based on the results of five in vitro geno-
toxicity tests (Ames assay, E. colifluctuation test, S. cerevisiae gene conversion test, Chinese hamster ovary cell chromosome
aberration assay and human lymphocyte chromosome aberration assay) and one in vivo genotoxicity test (mouse micronu-
cleus assay).
No evidence of impairment of fertility or effect on mating performance was observed in a fertility and general reproductive
performance study conducted in male and female rats at doses up to 50 pg/kg/day (less than the MRHD in
adults based on body surface area comparisons).
Pregnancy: Teratogenic Effects: Pregnancy Category C. Corticosteroids have been shown to be teratogenic in laboratory ani-
mals when administered systemically at relatively low dosage levels. Some corticosteroids have been shown to be terato-
genic after dermal application in laboratory animals.
Systemic embryofetal studies were in mice, rats and rabbits. Subcutaneous doses of 15, 45 and
150 pg/kg/day of fluti pi were i ed to pregnant female mice from gestation days 6 — 15. A terato-
genic effect characteristic of cnmcustermds (cleft palate) was noted after administration of 45 and 150 pg/kg/day (less than
the MRHD in adults based on body surface area comparisons) in this study. No treatment related effects on embryofetal
toxicity or teratogenicity were noted at 15 pg/kg/day (less than the MRHD in adults based on body surface area compar-
isons).
Subcutaneous doses of 10, 30 and 100 pg/kg/day of fluti prop! were to pregnant female rats in two
embryofetal development studies (one study administered fluticasone propionate from gestation days 6 — 15 and the other
study from gestation days 7 — 17). In the presence of maternal toxicity, fetal effects noted at 100 pg/kg/day (less than the
MRHD in adults based on body surface area comparisons) included decreased fetal weights, omphalocele, cleft palate, and
retarded skeletal ossification. No treatment related effects on embryofetal toxicity or teratogenicity were noted at 10
ug/kg/day (less than the MRHD in adults based on body surface area comparisons).
Subcutaneous doses of 0.08, 0.57 and 4 pg/kg/day of fluticasone propionate were administered to pregnant female rabbits
from gestation days 6 — 18. Fetal effects noted at 4 pg/kg/day (less than the MRHD in adults based on body surface area
comparisons) included decreased fetal weights, cleft palate and retarded skeletal ossification. No treatment related effects
on embryofetal toxicity or teratogenicity were noted at 0.57 pg/kg/day (less than the MRHD in adults based on body sur-
face area comparisons).
Oral doses of 3, 30 and 300 pg/kg, { were to pregnant female rabbits from gestation
days 8 - 20. No fetal or teratogenic effects were noted at oral doses up to 300 pg/kg/day (less than the MRHD in adults based
on body surface area comparlsons) in 1ms study However, no fluticasone propionate was detected in the plasma in this study,
i with the low ility following oral administration (see CLINICAL PHARMACOLOGY).
Fluticasone propionate crossed the placenta following administration of a subcutaneous or an oral dose of 100 pg/kg tritiated fluti-
casone propionate to pregnant rats.

During the clinical trials, eczema herpeticum occurred in a 33-year-old male patient treated with CUTIVATE® Lotion. Additionally,
a 4-month-old patient treated with CUTIVATE® Lotion in the open-label trial had marked elevations of the hepatic enzymes AST
and ALT. Reponed syslemlc post marketing systemic adverse evems with CUTIVATE“ Cream and CUTIVATE® Olmmem have
included: ession/P! is carinii openia; hypergly ia;
Cushing syndrome; generalized body edema/blurred vision; and acute urticarial reaction (edema, urticaria, pruritus, and throat
swelling). A causal role of CUTIVATE® in most cases could not be ined because of the itant use of topical corticos-
teroids, confounding medical conditions, and insufficient clinical information.

The following local adverse reactions have been reported infrequently with topical corticosteroids, and they may occur more fre-
quently with the use of occlusive dressings and higher potency comcustermds These reactions are listed in an approximately
decreasing order of occurrence: irritation, folliculitis, acneiform eruptions, ion, perioral itis, allergic contact
dermatitis, secondary infection, skin atrophy, striae, hypertrichosis, and miliaria. Also, there are reports of the development of
pustular psoriasis from chronic plaque psoriasis following reduction or discontinuation of potent topical corticosteroid products.
(OVERDOSAGE: Topically applied CUTIVATE® Lotion can be absorbed in sufficient amounts to produce systemic effects (see PRECAUTIONS).
DOSAGE AND ADMINISTRATION: CUTIVATE® Lotion may be used in adult and pediatric patients 1 year of age or older. The safety and
efficacy of CUTIVATE® Lotion in pediatric patients below 1 year of age have not been established (see PRECAUTIONS: Pediatric Use).
Atopic Dermatitis: Apply a thin film of CUTIVATE® Lotion to the affected skin areas once daily. Rub in gently.

As with other corticosteroids, therapy should be discontinued when control is achieved. If no improvement is seen within 2 weeks,
reassessment of diagnosis may be necessary. The safety and efficacy of drug use for longer than 4 weeks have not been established.
CUTIVATE® Lotion should not be used with occlusive dressings or applied in the diaper area unless directed by a physician.
HOW SUPPLIED: CUTIVATE® Lotion is supplied in:

120mL bottle (NDC 0462-0434-04)

Store between 15° and 30°C (59° and 86°F). Do not refrigerate.
Keep the container tightly closed.
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single session. Particularly large or thick
ones may require laser debulking in
one session followed by final treatment
in the next.

Most patients can tolerate the proce-
dure without a topical anesthetic. When
needed, Dr. El-Attar applies EMLA
cream for about 15 minutes prior to
treatment.

The treated lesions immediately turn
gray and then become black and exfoli-
ate over the course of a few days to a
week. Because patients occasionally have
developed mild itching as a reaction to
topical antibiotics, Dr. El-Attar general-
ly has patients apply Vaseline or anoth-
er bland oil-based topical product to
treated areas as they heal.

‘Because African Americans and
others with darker skin types
are very prone to pigmentary
changes, we try to be very
conservative. That's why we

use several sessions.’

“Occasionally there are footprints:
changes in coloration where the lesions
were. The easiest treatment for this is
tincture of time, but if the patient is in
a rush we can do some mild chemical
peeling and that takes care of it 100%,”
he said in an interview.

Dermatosis papulosis nigra is an ex-
tremely common benign cutaneous
condition in African Americans and
others who have Fitzgerald skin types
IV-VI. DPN is believed to have a strong
genetic component and is analogous to
seborrheic keratoses in lighter-skinned
patients. The small, hyperpigmented
lesions tend to become numerous
through adulthood.

Conventional treatments of DPN in-
clude cryotherapy, curettage, excision,
and electrodesiccation. All are notori-
ously associated with increased risks of
hyper- and hypopigmentation in darker
skin types, said Dr. El-Attar, who had no
financial conflicts of interest to disclose
in connection with this study. [ |

This patient—Ilike the others in the
study—was distressed by her lesions.

PHOTOS COURTESY DR. AYMAN EL-ATTAR

Significant clearance can be seen
after treatment with the 532-nm laser.





