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BACKGROUND: To determine the long-term safety and
efficacy of originator-adalimumab (ADA) in moderate to
severe hidradenitis suppurativa (HS), an open-label exten-
sion (OLE) trial (NCT01635764) of the PIONEER | and Il
phase-3 trials of ADA treatment in patients (pts) with mod-
erate to severe HS was conducted.

OBJECTIVE: Results to week 168 are reported.
MATERIALS/METHODS: Upon entry into the OLE, all pts
received ADA 40 mg weekly (ADAew). Safety and effica-
cy were analyzed for pts who received continuous 40 mg
ADAew in Periods A and B of PIONEER | or Il and entered
OLE (ADAew Population). The primary outcome measure
was Hidradenitis Suppurativa Clinical Response (HiSCR),
defined as >50% reduction in abscess and inflammatory
nodule (AN) count with no increase in abscess count and
no increase in draining fistula count relative to baseline
(BL) . Last-observation-carried-forward was used to han-
dle missing values.

RESULTS: At weeks 120 and 168, respectively, of the
OLE for the 88 pts in the ADAew Population, HISCR was
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achieved by 56.8% and 52.3%; mean % changes from
baseline in AN count were -37.8 (+SD 84.36) and -32.8
(=SD 86.29); mean % changes from baseline in draining
fistulas were -29.4 (+SD 102.85) and -28.1 (+SD 110.70);
mean % change from baseline in pain (change in numeric
rating scale [NRS] at worst at each visit, among pts with BL
NRS at worst >3; N=63) was- -27.0 (=SD 56.83) and —-25.6
(£SD 61.82). At week 72, mean change in DLQI was -6.5
(£7.90) (DLQI was also collected at the last visit, which oc-
curred at different time points and are not reported here).
Adverse events (AEs) were reported by 86.4% (76/88) in
the ADAew Population; serious AEs by 13.6% (12/88); seri-
ous infections by 3.4% (3/88), which included pneumonia
(n=2) and cellulitis of right leg (n=1).

CONCLUSIONS: Data from the PIONEER OLE confirm
that HS pts receiving weekly ADA treatment maintained
long-term response, demonstrated by HiSCR rate of
52.3% (ADAew Population) at week 168, and by a clinically
meaningful decrease in DLQI at week 72 of —6.5. The safe-
ty profile of long-term weekly ADA therapy in this study
was consistent to the known ADA safety profile and no
new safety risks were identified.
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BACKGROUND: Treatments simultaneously effective in
nail psoriasis (Ps) and moderate-to-severe Ps are needed
because quality of life and pain are worse for patients with
Ps and concomitant fingernail Ps compared with patients
with Ps alone.

OBJECTIVES: We evaluated the safety and efficacy of
adalimumab (ADA) for fingernail Ps treatment in the open-
label-extension (OLE) period of a phase-3 trial of originator
adalimumab in patients with moderate-to-severe Ps.
METHODS: Patients with chronic, moderate-to-severe
plaque Ps and fingernail Ps were enrolled. In 26-week (wk)
Period A, patients were randomized 1:1 to 40mg ADA ev-
ery-other-wk (eow) after initial 80mg dose, or matching pla-
cebo (PBO). From wk 16, if Ps body surface area increased
by >25% from baseline, patients could early escape to the
26-wk Period B (OLE). Patients completing Period A (early
escape or wk 26) entered the OLE at wk 26. At OLE entry,

patients receiving PBO in Period A received an initial blind-
ed dose of 80mg ADA,; patients receiving ADA in Period A
received matching PBO. All received 40mg ADAeow from
wks 27-51. Missing data were handled by non-responder
imputation. OLE results are reported for all patients who
received >1 study drug injection in the OLE; groups are
defined by treatment received in Period A/OLE, ie, PBO/
ADA and ADA/ADA.

RESULTS: Of the 217 randomized patients, 94/108 (87.0%)
PBO/ADA and 94/109 (86.2%) ADA/ADA entered the OLE;
81/94 (86.2%) PBO/ADA and 87/94 (92.6%) ADA/ADA pa-
tients completed the OLE. At OLE entry and at week 52,
respectively, the proportion of patients achieving >75%
improvement from baseline in modified Nail Ps Severity In-
dex (MNAPSI 75) for PBO/ADA was 5/94 (5.3%) and 47/94
(50.0%) and for ADA/ADA was 46/94 (48.9%) and 53/94
(56.4%). The proportion achieving Physician’s Global As-
sessment of fingernail Ps (PGA-F) of O (clear) or 1 (minimal)
with >2-grades improvement from baseline for PBO/ADA
was 5/94 (5.3%) and 50/94 (53.2%) and for ADA/ADA was
47/94 (50.0%) and 50/94 (53.2%). Adverse events (AEs)
in the OLE were reported by percentage of patients in the
PBO/ADA and ADA/ADA groups as follows: any event,
46.8% and 50.0%; serious AEs, 3.2% and 3.2%; serious
infections, 2.1% and 1.1%. There were no AEs leading to
study-drug discontinuation, and no deaths.
CONCLUSIONS: For patients receiving ADA in Period
A, treatment response was maintained from OLE entry
through week 52; patients receiving PBO in Period A, who
switched to ADA in the OLE, reached a similar response at
week 52. No new safety risks were identified with ADAeow
treatment for 52 weeks.
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BACKGROUND: The literature on biologic-naive (bio-na-
ive) and biologic-experienced (bio-exp) patients (pts) with
moderate (mod)-to-severe (sev) psoriasis (PsO) initiated on
secukinumab (SEC) is limited in the real world.
OBJECTIVE: To describe the treatment (TX) history and
characteristics of bio-naive and bio-exp pts with mod-to-
sev PsO receiving SEC.

METHODS: An online chart questionnaire was completed
by US dermatologists from 5/19/17 to 6/07/17 to extract
data on adult pts who received SEC. Pts’ demographics,
PsO and comorbidity profile, PsO TX history, and SEC use
(including dermatologists’ reasons for prescribing SEC)
were described for bio-naive and bio-exp pts. All statisti-
cal methods for this study were descriptive.

RESULTS: Medical charts from 202 mod-to-sev PsO pts
(102 bio-naive and 100 bio-exp) initiated on SEC were col-
lected from 58 US dermatologists. Bio-naive and bio-exp
pts were similar in demographics: respectively, the mean
ages were 44 and 46 years (y), 40% and 37% were female,
80% and 72% were White, and 90% and 89% were com-
mercially insured. However, bio-naive pts had a shorter
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disease history than bio-exp pts (<2y: 34% vs. 6%; >10y:
21% vs. 29%; respectively). Both groups had equal pro-
portions of pts with an affected body surface area (BSA)
between 3%-10% (mod PsO; both 16%) or >10% (sev
PsO; both 83%) at SEC initiation. Comorbidities were
more prevalent in bio-exp than bio-naive pts (hyperten-
sion [39% vs. 22%, respectively], obesity [32% vs. 21%)],
hyperlipidemia [23% vs. 14%], diabetes [21% vs. 10%)],
and depression [18% vs. 11%]). SEC was the first non-
topical TX (systemic TX and phototherapy) for 82% of bio-
naive pts. The top 5 systemic (biologic and non-biologic)
TX received by bio-exp pts before SEC were: adalimumab
(74%), ustekinumab (39%), methotrexate (32%), etaner-
cept (30%), and apremilast (9%). Among bio-exp pts, 35%
received >2 biologics. The top 5 dermatologists’ reasons
for prescribing SEC were similar among bio-exp and bio-
naive pts: (1) expected efficacy (83% vs. 78%, respec-
tively), (2) opportunity for clear/almost clear skin (68% vs.
71%), (3) pt’s disease severity (49% vs. 33%), (4) expected
sustained/long-lasting efficacy (17% vs. 36%), and (5) fa-
vorable long-lasting safety (20% vs. 32%).
CONCLUSION: Despite higher comorbidity burden and
longer PsO history in bio-exp pts, bio-naive and bio-exp
pts had similar disease severity at SEC initiation. Efficacy
and safety were the top reasons for prescribing SEC in
both groups.
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BACKGROUND: Risankizumab is a humanized IgG1
monoclonal antibody that inhibits IL-23 by binding its p19
subunit. In a phase 2 trial, risankizumab demonstrated su-
periority over ustekinumab in patients with moderate-to-
severe plaque psoriasis.

OBJECTIVE: Efficacy following drug withdrawal/retreat-
ment with risankizumab or switching from ustekinumab to
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risankizumab at week 24 of open label extension (OLE) are
assessed here.

MATERIALS/METHODS: In the phase 2 (“parent”) study,
166 patients with moderate-to-severe plaque psoriasis
were randomized to receive subcutaneous injections of
risankizumab (18mg single dose, 90 or 180mg at weeks
0, 4, and 16) or ustekinumab (45 or 90mg, based on body
weight at weeks 0, 4, and 16). Patients (N=110) who com-
pleted 48 weeks in parent study or who failed to achieve
50% improvement in psoriasis area and severity index
(PASI 50) response between weeks 24 and 48 were eli-
gible to enter OLE. In the OLE, all patients received 90mg
risankizumab at baseline and every 12 weeks, regardless
of response level at the end of parent study. Data through
week 24 of OLE from all entering patients were included in
this analysis; non-responder imputation (NRI) was used for
missing efficacy data.

RESULTS: PASI 90 response rates for patients treated
with 18mg, 90mg, or 180mg risankizumab or ustekinum-
ab at OLE entry were 0% (0/22), 53.6% (15/28), 51.5%
(17/33), and 14.8% (4/27), respectively, reflecting residu-
al benefit from study drug in parent study. At week 24 of
OLE, PASI 90 response rates improved to 68.2% (15/22),
60.7% (17/28), 66.7% (22/33), and 74.1% (20/27) in pa-
tients initially treated with 18mg, 90mg, or 180mg risanki-
zumab or ustekinumab, respectively. At OLE entry, PASI
100 response rates for patients treated with 18mg, 90mg,
or 180mg risankizumab or ustekinumab were 0% (0/22),
39.3% (11/28), 30.3% (10/33), and 3.7% (1/27), respec-
tively, and improved to 27.3% (6/22), 46.4% (13/28),
39.4% (12/33), and 48.1% (13/27), respectively, at week 24
of OLE. Proportion of patients treated with 18mg, 90mg,
or 180mg risankizumab or ustekinumab achieving Static
Physician’s Global Assessment of 0 or 1 (sSPGA 0/1) at OLE
entry were 9.1% (2/22), 57.1% (16/28), 63.6% (21/33), and
25.9% (7/27), respectively, and improved to 72.7% (16/22),
67.9% (19/28), 69.7% (23/33), and 77.8% (21/27), respec-
tively, at week 24 of OLE. Overall rate of adverse events
(AEs) and serious AEs were 38.2% (42 patients) and 2.7 %
(3 patients), respectively.

CONCLUSIONS: Patients treated with ustekinumab in
parent study achieved higher clinical response rates with
risankizumab than ustekinumab, as measured by increases
in PASI and sPGA response rates following treatment with
risankizumab for 24 weeks. Retreatment with two doses
(OLE baseline and week 12) of 90mg of risankizumab fol-
lowing risankizumab withdrawal also resulted in return of
substantial clinical benefit.
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BACKGROUND: Acne is a commonly addressed problem
by dermatologists and primary care physicians. Depending
on the severity of acne, systemic therapy is often required,
which may include oral antibiotics or isotretinoin. Tetra-
cycline antibiotics are considered a first line treatment for
inflammatory acne and are commonly prescribed. Patients
with an inadequate response to tetracyclines or severe
cases of acne may require isotretinoin. The concurrent use
of tetracyclines and isotretinoin is known to increase the
risk of pseudotumor cerebri (PTC). PTC is characterized by
headaches and visual disturbances, and may lead to blind-
ness if the causative agent is not discontinued. Therefore,
the concurrent use of these medications must be avoided.
OBJECTIVES: (1) To quantify the estimated frequency of
co-prescription of isotretinoin and tetracyclines given their
association with PTC when used concomitantly; (2) To as-
sess the trends of the use of isotretinoin and tetracycline
for acne as it relates to age, sex, race, insurance, and pro-
vider specialty.

METHODS: Data for the National Ambulatory Medical
Care Survey (NAMCS) from 2003 to 2013 were aggregated
to form an 11-year data set and the number of prescrip-
tions for isotretinoin and/or tetracycline were estimated by
specialty (SPECR). Visits were then analyzed for mention
of isotretinoin and/or tetracycline prescriptions and were
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only included if the reason for visit or diagnosis included
acne. Logistic regression for complex surveys was used
twice to estimate the odds of mentioning isotretinoin and
tetracycline, individually, during a visit for acne as a func-
tion of multivariable survey year, age at time of visit, sex,
race, and physician specialty. Visits were stratified and
weighted to reflect their clustered sampling probability as
described by National Center for Health Statistics (NCHS).
Odds ratio of drug mention by highest prescribing special-
ties were determined.

RESULTS: Among visits for acne to dermatologists (N =
51,980,042) and non-dermatologists (N = 29,063,717), ap-
proximately 13.56% of dermatologists mentioned isotreti-
noin vs 1.62% of non-dermatologists, 29.15% mentioned
tetracycline vs 22.87% of non-dermatologists, and .40%
mentioned both isotretinoin and tetracycline vs .025% of
non-dermatologists. The odds of mentioning isotretinoin
during a visit for acne declined by approximately 2% for
every 1 year increase in age (OR =.98, 95% CI: .96 - .99; P
< .001) while the odds of mentioning a Scientific Abstract
with Background, Objective, Methods, Results, Limita-
tions, Conclusion, Corresponding Author and Disclosure
tetracycline during a visit for acne declined by approxi-
mately 1% for every 1 year increase in age (OR = .99, 95%
Cl: .98 - .99; P = .01). Females were only .60 (95% ClI: .44 —
.83) times as likely as males to mention isotretinoin during
their visit for acne (P = .002). Compared to patients with
private insurance, those with Medicare were less likely to
mention isotretinoin (OR= .06, 95% CI: .01 - .44; P = .01).
Dermatologists were 9.44 (95% CI: 4.69 — 18.98) times
more likely to mention isotretinoin (P < .001) and 1.42 (95%
Cl: 1.11 - 1.83) times more likely to mention a tetracycline
at a visit than non-dermatologists (P = .01) for treatment of
acne. Compared to dermatology, family practice providers
were only .16 (95% CI: .07 to .36) times as likely to men-
tion isotretinoin at any visit for acne (P < .001). The odds of
isotretinoin mention on a first visit by family practice versus
dermatology was not statistically different (OR=1.95; 95%
Cl: .47-8.02, P = .36). For tetracyclines, no statistically sig-
nificant differences were noted in the odds of tetracycline
mention between family practice and dermatology for first
(OR=.79; 95% CI: .40-1.55, P = .49) or any visit (OR=.90;
95% CI: .67-1.20, P = .47). All of these ORs are reported
after controlling for model variables.

LIMITATIONS: The NAMCS data collection process has
an inherent sampling bias from using a small sample to
provide national estimates for a given parameter. It is a
cross-sectional study that uses a visit as a sampling unit,
hence, outcomes cannot be determined. NAMCS data do
not include acne type or severity precluding us from pro-
viding more concrete explanations for differences in pre-
scribing patterns.

CONCLUSION: Co-prescription of isotretinoin and tetra-
cyclines comprise a miniscule fraction of acne visits. The
increased PTC risk associated with their concomitant use
is well known among dermatologists, hence, patient ex-
posure is likely very uncommon. Acne severity and level
of comfort because of specialty-based training may be at
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play in the isotretinoin prescribing pattern differences be-
tween dermatologists and non-dermatologists.
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OBJECTIVE: Psoriasis (PsO) involving the scalp is fre-
quently observed among plaque PsO patients but chal-
lenging to treat, and is known to substantially impair the
physical and psychological health of patients. However, it
is unclear if scalp PsO is associated with different clinical/
demographic characteristics compared to patients without
scalp PsO. The objective of this study is to describe the
clinical features and patient reported outcomes (PROs) of
patients with scalp PsO in the Corrona PsO Registry.
METHODS: This included adult PsO patients enrolled in
the Corrona registry between 4/2015 — 4/2017 who initiat-
ed an eligible systemic therapy at enrollment. Descriptive
analyses of demographics, disease severity (BSA, PASI),
PROs (overall itch, pain, Dermatology Life Quality Index
(DLQI), Work Productivity and Activity Impairment (WPAI),
itch and EQ-VAS on visual analogue scale 0-100) and
treatment history were examined and compared between
patients with scalp PsO and those without, using appropri-
ate statistical tests (t-test/chi-square tests for continuous
and categorical variables respectively).

RESULTS: Of 1,037 patients who initiated an eligible sys-
temic therapy at enroliment, 381 patients (36.7%) had
scalp PsO. Patients with scalp PsO were younger (mean:
47.3 vs. 51.0 years), and less likely male (44% vs 52%)
compared to patients without scalp PsO (all P < .05). About
58% (vs 57%) of patients with scalp PsO were previously
treated by a biologic treatment with 53% (vs 51%) treated
with >2 prior biologics. Patients with scalp PsO had similar
disease duration (16.0 vs 14.9 years) and had more nail
or inverse PsO involvement compared to patients without
scalp PsO. Patients with scalp PsO had more severe dis-
ease (mean BSA 17.4% vs. 14.5%, mean PASI 10.7 vs.
8.0, P < .05) with 40% of scalp PsO group (vs. 27 %) having
PASI>10 compared to patients without scalp PsO, P < .05.
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Both groups had comparable overall daily activity impair-
ment (mean percent: 25.6 vs 24.7) and DLQI (mean: 9.3
vs 9.0, corresponding to a moderate impact on patient’s
life), but the scalp PsO group reported poorer health status
(mean EQ-VAS: 67.0 vs 70.6, P < .05) and higher itch scores
compared to patients without scalp PsO (17.4 vs 14.5,
P < .05).

CONCLUSION: Scalp PsO impacts a third of the enrolled
patients in this large US registry, with significantly more
severe disease, poorer health status and itch problems
compared to patients with no scalp PsO.
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INTRODUCTION: Risankizumab is a humanized IgG1
monoclonal antibody that inhibits IL-23 by binding its p19
subunit. In a phase 2 trial, risankizumab demonstrated su-
periority over ustekinumab in patients with moderate to
severe plaque psoriasis.

OBJECTIVE: The objective of this analysis was to examine
the distribution of Psoriasis Area and Severity Index (PASI)
responses at weeks 12 and 16 in patients from the phase 2
trial treated with risankizumab versus ustekinumab.
MATERIALS/METHODS: Patients (N=166) with moder-
ate to severe plaque psoriasis were randomized to receive
subcutaneous injections of risankizumab (18 mg single
dose, 90 or 180 mg at weeks 0. 4, and 16) or ustekinumab
(45 or 90 mg, based on body weight at weeks 0, 4, and 16).
The primary endpoint was proportion of patients achieving
PASI 90 response at week 12. The proportions of patients
achieving different levels of PASI responses were assessed
at weeks 12 and 16 in an intent- to-treat population. Pa-
tients with a missing assessment were counted as having
no change from baseline. The distribution of changes from
baseline in PASI scores across treatment groups were as-
sessed using cumulative probability plots.

RESULTS: The proportions of patients achieving the pri-
mary end point of PASI 90 response at week 12 were
30.2%, 73.2%, and 78.6% for 18 mg, 90 mg, and 180 mg
risankizumab groups, respectively, compared with 40%
for ustekinumab-treated patients. At week 16, the propor-
tions of patients achieving PASI 90 response increased to
48.8%, 78.0%, and 81.0% for 18 mg, 90 mg, and 180 mg
risankizumab groups, respectively, compared with 42.5%
for ustekinumab-treated patients. Median values for im-
provement in PASI scores at week 12 were 83.0%, 94.6%,
and 99.5% in patients treated with 18 mg, 90 mg, and 180
mg of risankizumab, respectively, compared with 86.4% in
ustekinumab-treated patients. At week 16, median values
for improvement in PASI scores were 87.4%, 97.5%, and
100.0% in patients treated with 18 mg, 90 mg, and 180
mg of risankizumab, respectively, compared with 89.3% in
ustekinumab-treated patients. In addition, patients treated
with 90 mg or 180 mg of risankizumab achieved higher
response rates across all levels of PASI improvement when
compared with patients treated with 18 mg risankizumab
(single dose) or ustekinumab.

CONCLUSIONS: The overall improvements in PASI scores
at weeks 12 and 16 was higher in patients treated with
90 or 180 mg risankizumab compared with ustekinumab.
Patients treated with 90 or 180 mg risankizumab showed
a greater shift in PASI distribution towards higher PASI
response rates compared with ustekinumab-treated pa-
tients.

CORRESPONDENCE: Wendell C. Valdecantos, wendell.
valdecantos@abbvie.com
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Dermatitis: Clinical Response Distribution and
Responder Dynamics Over Time
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BACKGROUND: Atopic dermatitis (AD) is a chronic in-
flammatory disorder with a fluctuating course and a dy-
namic response to treatment. Dupilumab is a fully human
anti-interleukin (IL)-4 receptor-alpha monoclonal antibody
that inhibits signaling of the type 2/Th2 cytokines IL-4 and
IL-13, key drivers of AD. Dupilumab is approved by the
US FDA for treatment of adult patients with moderate-to-
severe AD whose disease is not adequately controlled with
topical prescription therapies or when those therapies are
not advisable, and can be used with or without topical cor-
ticosteroids (TCS).

OBJECTIVE: To characterize the distribution of responder
categories and their dynamics over time for Investigator’s
Global Assessment (IGA), Eczema Area and Severity Index
(EASI), and peak pruritus Numerical Rating Scale (NRS)
scores from baseline to Week 16 in patients with moder-
ate-to-severe AD.

METHODS: LIBERTY AD SOLO 1 & 2 (NCT02277743;
NCT02277769) are two identical, randomized, double-
blind, placebo-controlled phase 3 trials. Adults with mod-
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erate-to-severe AD were randomized (1:1:1) to receive
monotherapy with subcutaneous dupilumab 300 mg once
weekly (qw), 300 mg every 2 weeks (g2w), or placebo for
16 weeks. Patients had IGA 3 (moderate) or 4 (severe) at
baseline. Responder dynamics analysis of the dupilumab
300 mg g2w (FDA approved dose) and placebo groups
was performed using pooled data from SOLO 1 & 2. In
this post-hoc analysis, patients were classified by IGA
score (0-1, 2, 3, or 4), percent improvement from baseline
in EASI score (<50%, 50-<75%, 75-<90%, >90%), and
change from baseline in peak pruritus NRS score (<3 or >3
points) at Weeks 2, 4, 6, 8, 12, and 16.

RESULTS: The distribution of  dupilumab-treat-
ed patients within the IGA 0-1/2/3/4 catego-
ries shifted over time, with 0%/0%/51.2%/48.8%
at baseline, 12.5%/31.4%/41.9%/14.3% at Week
4, and 38.1%/22.3%/29.4%/10.2% at Week 16.
The distribution in the placebo group did not shift
as much, with 0%/0%/51.0%/49.0% at base-
line, 2.3%/14.7%/44.0%/39.1% at Week 4, and
10.6%/11.7%/39.3%/38.4% at Week 16. The distri-
bution of dupilumab-treated patients within the pre-
defined EASI categories >90, 75-<90, 50-<75, and
<560 changed from 10.3%/17.5%/29.3%/42.9% at
Week 4 to 32.8%/14.9%/19.3%/33.0% at Week 16. In
the placebo group the distributions did not change as
much, with 1.7%/5.2%/12.0%/81.1% at Week 4 and
7.4%/5.9%/10.0%/76.7% at Week 16. The proportion of
dupilumab-treated patients with >3-point improvement from
baseline in peak pruritus NRS was 35.7% at Week 4 and
48.8% at Week 16, while in the placebo group at the same
time points it was 11.9% and 15.0%. Sometimes, transi-
tions between categories showed a crisscrossing pattern,
reflecting fluctuations over time in both disease course
and treatment response. Treatment groups (q2w, placebo)
had similar treatment-emergent adverse event rates (69%,
69%). Injection-site reactions and conjunctivitis were more
frequent in dupilumab patients.

CONCLUSIONS: The distributions of responder catego-
ries over time indicate progressive, robust, clinically mean-
ingful improvement in patients treated with dupilumab. In
some cases, the exchange of patients between categories
reflected a degree of disease and response instability. In
contrast, considerably fewer patients receiving placebo
achieved clinically meaningful levels of response, although
they showed similar inter-category transition patterns over
time. These results underline the complex dynamics of
clinical responses in AD and suggest that a single time
point analysis may not be adequate to fully characterize
the effects of treatment.
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PA-09: Efficacy and safety of ingenol mebutate gel
in field treatment of actinic keratosis on full face,
balding scalp or approximately 250 cm2 on the chest:
a Phase lll randomized controlled trial
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BACKGROUND: Ingenol mebutate (IngMeb) is approved
for the treatment of actinic keratosis (AK) in areas <25 cm2;
however, some patients may require treatment of areas
>25 cm2.

OBJECTIVE: This Phase lll trial (NCT02361216) compared
the efficacy and safety of IngMeb gel with vehicle as a field
treatment in patients with AK, when applied once daily for
three consecutive days on full face, balding scalp or ap-
proximately 250 cm2 on the chest.

METHODS: This was a randomized, parallel group, dou-
ble-blind, vehicle-controlled, 8-week trial in patients with
AK, evaluating IngMeb .027% gel or vehicle gel once
daily for three consecutive days. Patients had 5-20 clini-
cally typical, visible and discrete AKs within a selected
treatment area of sun-damaged skin on either full face,
balding scalp (>25-250 cm2) or a contiguous area of
approximately 250 cm2 on the chest. Efficacy assess-
ments were complete clearance (AKCLEAR 100), partial
clearance

(AKCLEAR 75) and reduction in AK count from baseline
(all measured at Week 8). Local skin responses (LSRs) and
adverse events (AEs) were assessed on Days 1, and 4, and

Weeks 1, 2, 4 and 8. Treatment Satisfaction Questionnaire
for Medication (TSQM) and cosmetic outcome were as-
sessed at Week 8.

RESULTS: 729 patients were randomised to receive ei-
ther IngMeb (n=552) or vehicle (n=177). Median age of pa-
tients was 67.5 years; 73.4% were male; all were white and
95.6% had Fitzpatrick skin type I-lll. Median AK count at
baseline was 12. AKCLEAR 100 at 4Week 8 was 21.4%
(IngMeb) versus 3.4% (vehicle; P < .001). AKCLEAR 75
at Week 8 was 59.4% (IngMeb) versus 8.9% (vehicle; P
< .001). Reduction in AK count at Week 8 was 75.7% (In-
gMeb) versus 12.7% (vehicle; P < .001). Mean compos-
ite LSR score peaked at Day 4 with IngMeb (10.8; vehicle
1.6), declined rapidly and was minimal by Week 4. Lower
efficacy of IngMeb on the scalp versus face/chest treat-
ment areas was observed; this corresponded with reduced
LSR scores in this area. Treatment-related AEs were ex-
perienced by 73.8% and 9.1% of patients in the IngMeb
and vehicle groups, respectively. Serious AEs occurred in
1.5% versus 1.1% of patients receiving IngMeb or vehicle,
respectively; none were treatment-related. Most com-
mon AEs were application site pain (63.8% versus 2.3%)
and application site pruritus (36.8% versus 4.0%). TSQM
global satisfaction score was significantly higher for Ing-
Meb versus vehicle (41.0-point difference; P < .001). For
cosmetic outcomes, ‘much improved’ or ‘somewhat im-
proved’ for overall feel and appearance were reported in
92% and 94% patients, respectively, receiving IngMeb,
versus 18% and 19% in vehicle group.

LIMITATIONS: Since LSRs were observed during the
study, with early onset and rapid resolution, both investi-
gators and patients could potentially identify those receiv-
ing active treatment.
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expected. IngMeb was also associated with higher levels
of patient treatment satisfaction and cosmetic outcomes
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BACKGROUND: Psoriasis is a chronic, immune-medi-
ated disease that varies widely in its clinical expression.
Treatment options focus on relieving symptoms, reduc-
ing inflammation, induration, and scaling, and controlling
the extent of the disease. Topical corticosteroids are the
mainstay of treatment, however long-term safety remains
a concern, particularly with the more potent formulations.
Combination therapy with a corticosteroid and tazarotene
may improve psoriasis signs providing a superior safety
profile, potentially reducing the occurrence of cutaneous
adverse events of each individual component.
OBJECTIVE: To investigate the efficacy of a once-daily
application of a fixed combination halobetasol propionate
.01% and tazarotene .045% (HP/TAZ) lotion in comparison
with its vehicle in subjects with moderate-to-severe plaque
psoriasis.

METHODS: Two multicenter, randomized, double-blind,
vehicle-controlled Phase 3 studies in moderate or severe
psoriasis (N=418). Subjects randomized (2:1) to receive
HP/TAZ or vehicle, once-daily for 8 weeks. Efficacy as-
sessments included treatment success (defined as at least
a 2-grade improvement from baseline in the IGA score and
a score of ‘clear’ or ‘almost clear’), impact on individual
signs of psoriasis (erythema, plaque elevation, and scaling)
at the target lesion, and reduction in Body Surface Area
(BSA).

RESULTS: HP/TAZ lotion demonstrated statistically signif-
icant superiority over vehicle as early as 2 weeks. At Week
8, 35.8% (Study 1) and 45.3% (Study 2) of subjects had
treatment success compared with 7.0% and 12.5% in the
vehicle (P < .001) groups respectively. HP/TAZ lotion was
superior to its vehicle in reducing the psoriasis signs of
erythema, plaque elevation, and scaling at the target le-
sion. At Week 8, a 2-grade improvement was achieved by
44.2% and 49.6% of subjects for erythema, 59.3% and
59.7% for plaque elevation, and 59.4% and 62.9% for
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scaling (all P < .001). In addition, there was a 32.8% and
42.5% reduction in mean BSA.

CONCLUSIONS: HP/TAZ lotion was consistently more ef-
fective than its vehicle in achieving treatment success, re-
ducing psoriasis signs of erythema, plaque elevation, and
scaling at the target lesion, and reducing BSA.
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BACKGROUND: Brodalumab is a fully human anti-inter-
leukin-17 receptor A (IL-17RA) monoclonal antibody that
has shown efficacy in patients with moderate-to-severe
plaque psoriasis.

OBJECTIVE: To evaluate the efficacy of brodalumab in a
post hoc analysis of a subset of patients with prior expo-
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sure to ustekinumab, a human anti-IL-12/-23 monoclonal
antibody approved for the treatment of moderate-to-se-
vere plaque psoriasis, enrolled in a phase 3, multicenter,
randomized, double-blind, placebo-controlled study
(AMAGINE-1).

METHODS: During the induction phase, patients received
brodalumab 210 mg weekly for the first 3 weeks and every
2 weeks (Q2W) thereafter for 12 weeks. After 12 weeks,
patients who achieved a static physician’s global assess-
ment (sPGA) score of 0 or 1 continued to the withdrawal
phase and were rerandomized to receive brodalumab 210
mg Q2W or placebo for up to 52 weeks. Beginning at week
16, all rerandomized patients who experienced return of
disease (sPGA >3) qualified for retreatment with their in-
duction dose of brodalumab 210 mg and were imputed as
nonresponders at the time of qualification. Skin clearance
was monitored by the psoriasis area and severity index
(PASI) and the sPGA.

RESULTS: Of 167 patients who were randomized to bro-
dalumab 210 mg in the induction phase and continued into
the withdrawal phase, 19.2% had taken ustekinumab prior
to the start of the trial (n=32). Among patients receiving
continuous brodalumab 210 mg, rates of 100% reduc-
tion in PASI score (PASI 100) were 65.2% (n=43 of 66) and
76.5% (n=13 of 17) in ustekinumab-naive and -experi-
enced patients, respectively (rates for placebo were 0 [n=0
of 69] and 0 [n=0 of 15], respectively). Similarly, rates of
PASI 75 and PASI 90 were 84.8% (n=56 of 66) and 75.8%
(n=50 of 66), respectively, in ustekinumab-naive patients
and 94.1% (n=16 of 17) and 88.2% (n=15 of 17), respec-
tively, in ustekinumab-experienced patients (rates for pla-
cebo were 0 [n=0 of 69] and 0 [n=0 of 69], respectively,
in ustekinumab-naive patients and 0 [n=0 of 15] and 0
[n=0 of 15], respectively, in ustekinumab-experienced
patients).

LIMITATIONS: Real-world efficacy outcomes may differ
from the data presented here from a controlled clinical trial.
CONCLUSION: Brodalumab 210 mg was associated with
improved skin clearance efficacy in both patients with and
without prior ustekinumab exposure.
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MedThink SciCom and was funded by Valeant Pharma-
ceuticals North America LLC. This study was sponsored
by Amgen Inc. Sylvia Hsu has served as an investigator,
consultant, or advisory board member for Centocor Bio-
tech, Inc, Abbott Laboratories, Eli Lilly & Co, Genentech,
Janssen Biotech, Inc, AbbVie, Inc, Sun Pharmaceutical
Industries, Ltd/Ranbaxy, Medicis Pharmaceutical, Galder-
ma, Promius Pharma, Dermik, Biogen, Amgen Inc, Novartis
Pharmaceuticals Corporation, and Valeant Pharmaceuti-
cals North America LLC. Lawrence Green has served as
an investigator, consultant, or speaker for Amgen, Inc,
AbbVie Inc, Celgene Corporation, Janssen Biotech, Inc,
Novartis Pharmaceuticals Corporation, Sun Pharma-
ceutical Industries, and Valeant Pharmaceuticals North
America LLC.

PA-12:Efficacy of Guselkumab in Previously Treated
Patients with Moderate-to-Severe Plaque Psoriasis:
An Analysis from VOYAGE 1 and VOYAGE 2

Gordon K,' Blauvelt A,2 Foley P,® Song M,* Wasfi Y,* Ran-
dazzo B,* Li S,* Shen YK,* Griffiths CEM®

"Medical College of Wisconsin, Milwaukee, WI, USA.
20regon Medical Research Center, Portland, OR, USA.
3The University of Melbourne, St. Vincent’s Hospital,
Melbourne and Skin & Cancer Foundation Inc., Carlton,
VIC, Australia.

“Janssen Research & Development, LLC, Spring House,
PA, USA.

SDermatology Centre, Salford Royal Hospital, University of
Manchester, Manchester Academic Health Science Centre,
Manchester, UK.

INTRODUCTION/OBJECTIVE: To determine the efficacy
of guselkumab (GUS) in patients with a history of previous
use of psoriasis (PsO) treatments.

METHODS: Using pooled data from VOYAGE 1 and VOY-
AGE 2, an analysis was conducted in patients with “no pre-
vious use” vs. those with “previous use” of PsO treatments
[non-biologic systemics, biologics, nonbiologic systemics
or biologics, anti-tumor necrosis factor (TNF) agents etan-
ercept {ETN} and infliximab {IFX}] using the Investigator
Global Assessment (IGA) 0/1 and Psoriasis Area and Se-
verity Index (PASI) 90 efficacy measures through Week 24.
RESULTS: A total of 1829 patients with moderate-severe
PsO were included in this analysis (422 placebo [PBQ],
825 GUS, and 582 adalimumab [ADA]). Significantly higher
(all P < .001) proportions of patients in the GUS vs. PBO
group achieved IGA 0/1 and PASI 90 at Week 16, both
among patients with previous use and among those with
no previous use of the above treatments. Similarly, signifi-
cantly higher proportions of patients in the GUS vs. ADA
groups achieved IGA 0/1 and PASI 90 at Week 24 (all P
<.001), both among patients with previous use and among
those with no previous use of the above treatments. Over-
all, IGA 0/1 and PASI 90 results were similar between
GUS-treated patients with and without previous use of
each type of PsO treatment at Week 16 and Week 24;
however, IGA 0/1 and PASI 90 results were lower among
ADA-treated patients with previous use of biologics or
anti-TNF agents than those without previous use of these
agents (Table).

CONCLUSION: GUS was superior to both PBO at Week
16 and to ADA at Week 24 in patients regardless of previ-
ous use of PsO treatments through Week 24. Prior use of
anti-TNF therapy was associated with notably decreased
clinical responses to ADA, but not to GUS.
DISCLOSURES: Drs. Kenneth Gordon, Andrew Blauvelt,
Peter Foley, Christopher E M Giriffiths-investigators for
Janssen Research & Development, LLC, Spring House,
PA. Drs. Michael Song, Yasmine Wasfi, Bruce Randazzo,
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Shu Li, Yaung-Kaung Shen-all employees of Janssen Re-
search & Development, LLC, Spring House, PA

PA-13: Guselkumab Decreases Physical Demand,
Time Management, Mental-Interpersonal, and
Output Demand Scores from the Work Limitations
Questionnaire in Patients with Moderate-to-Severe
Psoriasis: Results from VOYAGE2

Reich K," Foley P> Gordon K,® Song M,* Wasfi Y,* Li S,* Vil-
lacorta R,* Shen YK,* Han C,* McElligott S,* Armstrong A®

'Dermatologikum Hamburg, Hamburg, Germany.

2The University of Melbourne, St. Vincent’s Hospital,
Melbourne and Skin & Cancer Foundation Inc., Carlton,
VIC, Australia.

3Northwestern University, Feinberg School of Medicine,
Chicago, IL, USA.

“Janssen Research & Development, LLC, Spring House,
PA, USA.

SUniversity of Southern California, Los Angeles, CA, USA.

INTRODUCTION/OBJECTIVE: VOYAGE 2 was a phase 3,
double-blind, placebo- and active-comparator-controlled
study that evaluated the efficacy and safety of guselkumab
(GUS) in patients with moderate-to-severe psoriasis (PsO).
We report results of the self-administered Work Limitations
Questionnaire (WLQ) to determine the change from base-
line of on-the-job disability.

METHODS: Patients were randomized to GUS 100mg at
wks0/4/12/20; placebo at wks0/4/12 then GUS 100mg at
wks16/20; or adalimumab (ADA) 80mg at wk0, and 40mg
at wk1, and g2wk through Week 23. PASI 90 responders
initially randomized to GUS were re-randomized at Wk28
to either continue GUS 100 mg g8w or receive placebo.
The WLQ consists of four work limitation scales: Time
Management, Physical, Mental-Interpersonal, and Output
scores; higher scores indicate increasing on-the-job dis-
ability. Mean changes from baseline for each of the four
work limitation scales are presented.

RESULTS: Mean decreases from baseline across the four
work limitations scales were observed as early as Week
8. At week 16, patients receiving GUS experienced sig-
nificantly greater score reductions across all four work
limitation scales compared to placebo. At week 24, pa-
tients receiving GUS experienced significantly greater
score reductions for the Physical, Mental-Interpersonal,
and Output scores compared to ADA (Table). For patients
re-randomized to continue GUS 100 mg q8w, the Week 24
level of reduction from baseline was maintained at Week
48 across all four work limitations scales.

CONCLUSION: GUS significantly improved patients’ Time
Management, Physical, Mental-Interpersonal, and Out-
put Demand scores compared with placebo and Physical,
Mental-Interpersonal, and Output Demand scores com-
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pared with ADA in psoriasis patients as measured by the
WLQ.

DISCLOSURES: Drs. Kristian Reich, Peter Foley, Kenneth
Gordon, April Armstrong all investigators for Janssen Re-
search & Development, LLC, Spring House, PA. Drs. Mi-
chael Song, Yasmine Wasfi, Shu Li, Reginald Villacorta,
Yaung-Kaung Shen, Chenglong Han, Sean McElligott-all
employees of Janssen Research & Development, LLC,
Spring House, PA.

PA-14: Guselkumab Demonstrates Greater
Reductions in Anxiety and Depression Symptoms than
Adalimumab in Psoriasis Patients

Gordon KB,' Armstrong AW,2 Han C,® Foley P* Song M,
Wasfi Y,® You Y,® Shen YK,? Reich K°

"Medical College of Wisconsin, Milwaukee, WI, USA.
2University of Southern California, Los Angeles, CA, USA.
3Janssen Research & Development, LLC, Spring House,
PA, USA.

“The University of Melbourne, St. Vincent’s Hospital, Mel-
bourne and Skin & Cancer Foundation Inc., Carlton, VIC,
Australia.

*Dermatologikum Hamburg, Hamburg, Germany.

INTRODUCTION/OBJECTIVE: Anxiety and depression
are comorbidities frequently associated with psoriasis.
Improvement in psoriasis has been shown to decrease
anxiety and depression. Guselkumab, an anti-interleu-
kin-23 monoclonal antibody has demonstrated efficacy
and safety for the treatment of moderate-to-severe plaque
psoriasis.

METHODS: VOYAGE 2 was a Phase 3, randomized, dou-
ble-blind, placebo- and adalimumab-controlled study in
which patients received placebo (placebo-crossover to
guselkumab occurred at week 16), guselkumab, or adalim-
umab through week 24. The Hospital Anxiety and Depres-
sion Scale (HADS) consists of two subscales measuring
anxiety (HADS-A) or depression (HADS-D), with scores
ranging from 0-21 and higher scores indicating more severe
symptoms. Scores >8 represent the instrument’s definition
of anxiety/depression. Severity of psoriasis was assessed
using the Psoriasis Area and Severity Index (PASI).
RESULTS: Among 992 patients randomized at baseline,
mean HADS-A and HADS-D scores were 6.8+4.2 and
5.3+4.2, respectively; 38.6% of patients reported HADS-
A>8 and 27.7% HADS-D>8 at baseline. At week 16, a
significantly greater proportion of guselkumab (51.4%)
patients with baseline HADS-A>8 reported HADS-A<8
compared with placebo (25.9%; P < .001), and 59.2%
of guselkumab patients reported HADS-D<8 vs placebo
(27.0%; P < .001) among patients with baseline HADS-
D>8. At week 24, a greater proportion of guselkumab
patients no longer reported anxiety/depression vs adalim-
umab patients (HADS-A<8 [58.4% vs 42.9%; p=0.03]) or
HADS-D<8 [59.8% vs 46.4%; p=0.08]). Overall improve-
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ments in PASI score significantly correlated with change
from baseline in anxiety (r=-0.27; P < .001) or depression
(r=-0.25; P < .001) in patients with baseline HADS scores
>8.

CONCLUSION: Anxiety/depression are important co-
morbidities in psoriasis. Guselkumab treatment reduced
anxiety and depression in patients with moderate to severe
plaque psoriasis. The improvements in anxiety/depression
were correlated with improvement in psoriasis severity.
DISCLOSURES: Drs. Kenneth Gordon, MD, April W. Arm-
strong, MD, MPH, Peter Foley, MD and Kristian Reich, MD
all investigators for Janssen Research & Development,
LLC, Spring House, PA. Drs. Chenglong Han, Michael
Song, Yasmine Wasfi, Yin You, Yaung-Kaung Shen —-em-
ployees of Janssen Research & Development, LLC, Spring
House, PA.

PA-15: Healthcare Utilization and Costs Associated
With Biologic Treatment Patterns Among Patients
With Psoriasis: Analyses From a US Claims Database

Feldman S, Palmer J,2 Wang X,® Tian H,> Wei Z,® Djatche
L,2

"Wake Forest School of Medicine, Winston-Salem, NC,
USA.

2Novartis Pharmaceuticals Corporation, East Hanover, NJ,
USA.

SKMK Consulting, Inc, Morristown, NJ, USA.

BACKGROUND: Discontinuation or switching of biologic
treatment among patients with psoriasis (PsO) imposes a
great economic burden.

OBJECTIVES: To assess the healthcare utilization and
costs associated with non-switchers, switchers and dis-
continuers of biologics among patients with moderate to
severe PsO.

METHODS: Patients aged > 18 years with > 1 pharmacy
claim for a biologic (adalimumab, etanercept, infliximab
and ustekinumab) from January 1, 2012 to June 30, 2015
(index period) were identified in the Truven Health Analyt-
ics MarketScan Commercial and Medicare Supplemental
Databases. At the time of biologic initiation (index date),
eligible patients were continuously enrolled with medical
and pharmacy claims > 1 year before (baseline period) and
> 1 year after the index date (follow-up period). Patients
had > 1 PsO diagnosis and had no pharmacy claims for the
index biologic during the baseline period. Patients were
categorized into three mutually exclusive groups based
on their biologic treatment pattern during the follow-up
period: non-switchers (patients who remained on the in-
dex biologic), switchers (patients who switched to a new
biologic therapy) and discontinuers (patients who had
gaps in prescription claims [> 90 days for adalimumab,
infliximab and etanercept; > 120 days for ustekinumab]).
Healthcare utilization and costs (per patient per year, in-

flated to year 2016 costs) during the 1-year follow-up
period were compared descriptively across the three
groups.

RESULTS: Among the 8710 patients with PsO included
in study, 5000 patients (57.4%) were categorized as non-
switchers, 1001 (11.5%) as switchers and 2709 (31.1%)
as discontinuers. Overall, 4289 patients (49.2%) initiated
adalimumab (57.4% non-switchers, 11.5% switchers and
31.1% discontinuers), 2795 (32.1%) initiated etanercept
(52.2% non-switchers, 12.8% switchers and 35.0% dis-
continuers), 161 (1.8%) initiated infliximab (56.8% non-
switchers, 12.7% switchers and 30.5% discontinuers) and
1465 (16.8%) initiated ustekinumab (68.7% non-switchers,
5.1% switchers and 26.3% discontinuers). Emergency
room visits and hospitalizations, respectively, were more
common among switchers (20.3% and 5.8%) and discon-
tinuers (25.6% and 9.4%) compared with non-switchers
(16.4% and 4.9%). Compared with non-switchers, switch-
ers had higher mean total healthcare cost ($60,734 vs
$51,133), which was driven by both increased prescrip-
tion ($49,943 vs $42,315) and medical costs ($10,791 vs
$8,819). The mean total healthcare cost for discontinuers
($33,828) was much lower than the other treatment pattern
groups, due to reduced prescription costs from early dis-
continuation of therapy ($21,978); however, discontinuers
had the highest mean medical cost ($11,850).
LIMITATIONS: The findings are not generalizable to the
general population because the data used are limited to
those patients who have commercial and Medicare sup-
plemental insurances. As these are descriptive results,
further advanced analyses are required to adjust for differ-
ences in baseline characteristics and baseline healthcare
utilization and costs.

CONCLUSIONS: Switching or discontinuing biologics re-
sulted in higher healthcare utilization and increased medi-
cal costs than remaining on the same biologic.
CORRESPONDENCE: Steven R. Feldman, sfeldman@
wakehealth.edu

DISCLOSURES: S. Feldman has received consulting,
speaking and/or research support from Novartis, AbbVie,
Amgen, Celgene, Galderma, Janssen, Lilly, and Valeant.
J.B. Palmer and H. Tian are employees of Novartis. X.
Wang and Z. Wei are employees of KMK Consulting, Inc,
and work as consultants for Novartis. L. Djatche is an em-
ployee of Jefferson College of Population Health, and is
providing onsite services to Novartis.

FUNDING: This study was sponsored by Novartis Phar-
maceuticals Corporation, East Hanover, NJ. Support for
third-party writing assistance for this abstract, furnished
by Meaghan Paganelli, PhD, of Health Interactions, Inc,
was provided by Novartis Pharmaceuticals Corporation,
East Hanover, NJ.

PA-16: Impact of Brodalumab Treatment on Patient’s
Quality of Life in Moderate-To-Severe Psoriasis
Patients: 12 Week Results from AMAGINE Trials
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SDow Pharmaceutical Sciences (a division of Valeant
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8Valeant Pharmaceuticals North America LLC, Bridgewater,
NJ, USA.

BACKGROUND: Quality of life (QoL) of patients with pso-
riasis is markedly impaired, and is an important factor in
assessing severity of disease. Psoriasis can negatively
impact many aspects of life; including work/school pro-
ductivity, skin-related personal relationship difficulties, and
leisure activity. Brodalumab, a fully human interleukin-17
receptor A (IL-17RA) monoclonal antibody, has demon-
strated good efficacy and safety in the treatment of mod-
erate-to-severe psoriasis with a rapid onset of action and
sustained response.

OBJECTIVE: To assess the effect of brodalumab treatment
on individual aspects of QoL in patients with moderate-to-
severe psoriasis evaluating the Dermatology Life Quality
Index (DLQI).

METHODS: Pooled data (N=3760) were obtained from
three large phase 3 trials (AMAGINE-1, -2, and -3) in
patients with moderate-to-severe plaque psoriasis ran-
domized to subcutaneous placebo or brodalumab for 12
weeks. QoL was assessed based on changes in DLQI,
comprising 10 questions covering six key elements. Each
question was scored between 0 (‘not at all’) and 3 (‘very
much’); and elements affecting daily life: symptoms/feel-
ings (DLQI questions 1 and 2), daily activities (questions 3
and 4); leisure (questions 5 and 6); work and school (ques-
tion 7); and personal relationships (questions 8 and 9). and
treatment (question 10) assessed separately. The aggre-
gated response ranging from 0 to 30 measuring the impact
of skin disease on the quality of life of an affected person
with 0 implying no effect on patient’s life.

RESULTS: Overall, 844 patients were randomized to pla-
cebo, and 1458 to brodalumab 210 mg Q2W. At baseline,
mean DLQI was 14.4 + 6.8 and 14.5 + 7.2, respectively,
indicating a large negative effect of psoriasis on patients’
lives. Treatment with brodalumab rapidly and significantly
improved DLQI compared to placebo. At Week 12, 86.9%
of patients achieved at least a 5-point improvement in to-
tal DLQI score, and 38.1% DLQI=0 (compared with 28.0%
and 2.3% respectively with placebo, both P < .001). Im-
provements with brodalumab treatment in key elements
affecting QoL were also significant better than with pla-
cebo by Week 12; with 84% of patients reporting no im-
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pact on work/school activities, 77% no impact on personal
relationships, and 73% and 68% no impact on leisure and
daily activities (compared with 47.3%, 39.2%, 23.3% and
12.7% respectively with placebo, all P < .001).
CONCLUSION: In this pooled analysis, 12 weeks of treat-
ment with brodalumab 210 mg Q2W improves QoL as
assessed by changes in DLQI in patients with moderate-
to-severe psoriasis. These findings support the high levels
of skin clearance reported in each of the individual studies.
CORRESPONDENCE: Brian Bulley, brian.bulley@binter-
net.com

DISCLOSURES: Dr. Yamauchi is a consultant, an inves-
tigator, and on the speaker’s bureau for Amgen, Celgene,
Janssen-Ortho, Leo and Novartis, a consultant/speaker for
AbbVie, consultant/investigator for Dermira, Lilly, Pfizer,
and Regeneron, speaker/investigator for Galderma, and
investigator for Medimmune and Sandoz. Dr Weiss is an
advisor/consultant for AbbVie, Dermira, Ortho-Dermato-
logics and Janssen, and a speaker for AbbVie and Ortho-
Dermatologics. Dr Desai is a consultant for AbbVie, Menlo,
Valeant, Pfizer, Allergan and Galderma, an investigator for
Menlo, Symbio, Perrigo, and a speaker for Pfizer, Valeant
and Galderma. Dr Rastogi, Pillai and Israel are employees
of Valeant Pharmaceuticals.

PA-17: Impact of palmoplantar psoriasis on clinical
and patient reported outcomes: Results from the
Corrona Psoriasis Registry

Duffin K," Herrera V,> Mason M,® Gordon K,* Harrison R,?
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'University of Utah, Salt Lake City, UT, USA.

2Novartis Pharmaceuticals Corporation, East Hanover, NJ,
USA.

3Corrona, LLC, Waltham, MA, USA.

“Medical College of Wisconsin, Milwaukee, WI, USA.
Slcahn School of Medicine at Mount Sinai, New York, NY,
USA.

OBJECTIVE: Palmoplantar psoriasis (PPP) is associated
with a profound negative impact on patients’ quality of life
and is difficult to treat. The objective of this study was to
assess the impact of PPP on clinical and patient reported
outcomes (PROs) among patients enrolled in the Corrona
Psoriasis (PsO) Registry.

METHODS: Adult PsO patients enrolled between 4/2015
— 4/2017, who initiated an eligible systemic therapy at
enrollment were included. Descriptive analyses of demo-
graphics, disease severity (BSA, PASI), PROs (overall itch,
pain on VAS 0-100, Dermatology Life Quality Index (DLQI),
Work Productivity and Activity Impairment, EQ-5D-3L) and
treatment history were compared between patients with
and without PPP using appropriate statistical tests (t-test/
chi-square tests for continuous and categorical variables
resp.).
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RESULTS: Of 1,037 patients who met inclusion criteria,
127 (12.2%) had PPP. Patients with PPP had comparable
mean disease duration (14.4 vs 15.4 yrs), but were older
(mean: 54.6 vs. 48.9 yrs), more likely female (58% vs 50%),
and less employed as full/part time (62% vs 69%), com-
pared to patients with no PPP, respectively (all P < .05).
Patients with PPP were less biologic experienced (54%
vs 58%), and 48% (vs 52%) had history of >2 prior bio-
logic use, compared to patients without PPP, respectively.
Disease severity was similar in patients with/without PPP
(mean BSA: 15.0 vs 15.6; mean PASI: 9.5 vs 9.0, respec-
tively). Patients with PPP had more erythrodermic (21%
vs 2%), scalp (46% vs 35%) and nail (32% vs 13%) mor-
phologies, compared to patients without PPP (all P < .05).
Patients with PPP had significantly worse overall daily ac-
tivity impairment (mean percent: 36.1 vs 23.5), overall work
impairment (mean: 30.2 vs 17.8) and quality of life scores
(mean DLQI 11.1 vs 8.0), compared to those without PPP,
respectively (all P < .01). A significantly higher proportion
of PPP patients reported some/extreme problems on the
self-care, usual activities, pain/discomfort and anxiety/de-
pression subdomains of the EQ-5D-3L vs those without
PPP (all P < .05).

CONCLUSION: These results from the Corrona PsO reg-
istry showed that, although they have similar disease se-
verity, PPP patients have more difficult-to-treat variants of
PsO, including erythrodermic, nail and scalp disease than
patients without PPP. They also reported a significantly
higher burden of the disease in terms of work and activity
impairment and quality of life.

ACKNOWLEDGEMENT: Corrona, LLC: Corrona has been
supported through contracted subscriptions in the last 2
years by AbbVie, Amgen, Boehringer Ingelheim, Bristol-
Myers Squibb, Crescendo, Eli Lilly and Company, Ge-
nentech, Gilead, GSK, Horizon Pharma USA, Janssen,
Momenta Pharmaceuticals, Novartis, Pfizer Inc, Roche,
Sun-Merck, UCB and Valeant. The design and study con-
duct was a collaborative effort between Corrona and No-
vartis, and financial support for the study was provided by
Novartis. Novartis participated in the interpretation of data,
review and approval of the abstract.
CORRESPONDENCE: Chitra Karki, ckarki@corrona.
org;jlane@corrona.org

DISCLOSURES: Kristina Callis Duffin, MD, MS: Investiga-
tor: Amgen, Janssen, Eli Lilly, Celgene, Novartis, Steifel,
Boehringer-Ingelheim, Pfizer; Consultant: Amgen, Jans-
sen, Eli Lilly, Celgene, Novartis, Boehringer-Ingelheim, Ste-
ifel, Pfizer. Chitra Karki, MPH: Employee at Corrona, LLC.
Marc A Mason, MS: Employee Corrona, LLC, University of
Delaware, Dept. of Behavioral Health and Nutrition Affiliate
Faculty (Non-remunerative position) Kenneth Gordon, MD:
Research support: Abbvie, Amgen, Celgene, Eli Lilly. Con-
sultant: Abbvie, Amgen, Celgene, Eli Lilly, Novartis, Pfizer.
Ryan W. Harrison, MS: Employee at Corrona, LLC. Adriana
Guana: Employee of Novartis Pharmaceuticals Corpora-
tion Isabelle Gilloteau: Employee of Novartis Pharmaceu-
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of Novartis Pharmaceuticals Corporation. Mark Lebwohl,

MD: Employee of the Mount Sinai Medical Center; Inves-
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gene, Novartis, Lilly.
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Patients with Moderate-to-Severe Plaque Psoriasis:
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BACKGROUND: Biologics are increasingly used for treat-
ing moderate-to-severe psoriasis. Efficacy may differ in
patients with previous biologics exposure.

OBJECTIVE: To investigate the impact of previous bio-
logic exposure on efficacy and safety of brodalumab and
ustekinumab in moderate-to-severe plaque psoriasis.
METHODS: Two placebo- and ustekinumab-controlled
phase 3 clinical trials. Initial 12-week induction phase
where patients were treated with brodalumab (210mg Q2W
or 140mg Q2W), ustekinumab or placebo. Efficacy end-
points included: Psoriasis Area and Severity Index (PASI
75) and Physician’s Global Assessment (sPGA 0/1) versus
placebo, PASI 100 versus ustekinumab, Dermatology Life
Quality Index (DLQI) and Psoriasis Symptom Inventory
(PSI). Adverse events were monitored throughout.
RESULTS: 493 patients (334 [27%] brodalumab 210 mg
Q2W and 159 [26%] ustekinumab) received prior biolog-
ics exposure; 150 (12%) and 62 (10%) reporting previ-
ously failed biologic. Brodalumab efficacy in patients with
or without previous biologics exposure was statistically
equivalent; 40.9% and 39.5% of bio-naive and -experi-
enced patients achieved PASI 100 at Week 12, compared
with 21.1% and 17.0% with ustekinumab (both P < .001).
In patients where prior biologics had been successful or
failed, 41.7% and 32.0% achieved PASI 100, compared
with 21.1% and 11.3% with ustekinumab. Tolerability was
similar between brodalumab and ustekinumab, and did not
appear to be influenced by previous biologic treatment.
CONCLUSIONS: Efficacy of brodalumab 210 mg Q2W
was equivalent regardless of prior biologic therapy. Al-
most twice as many patients achieved PASI 100 or com-
plete clearance at Week 12 compared with ustekinumab;

S74 Seminars in Cutaneous Medicine and Surgery, Vol. 36, December 2017 (Supplement 3)

‘ ‘ v36i4 abstracts.indd 74

®

112117 4:13PM‘ ‘



differences most noticeable where previous biologics had
failed. Both treatments were well tolerated.
CORRESPONDENCE: Brian Bulley, brian.bulley@binter-
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BACKGROUND: Superficial cutaneous fungal infections are
among the most common dermatologic conditions encoun-
tered in clinical practice and rank as one of the highest in to-
tal direct costs among skin disease groups. Dermatophyte
infections, designated as different forms of tinea based on
the cutaneous site involved, respond well to a variety of sys-
temic and topical antifungal therapy. Although it is effective
for the treatment of cutaneous or mucocutaneous candidia-
sis, the topical polyene nystatin, however, is clinically inef-
fective in the treatment of dermatophyte infection.

OBJECTIVES: (1) Estimate the number of visits associated
with a diagnosis of dermatophytosis; (2) Evaluate demo-
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graphic and health-care related factors associated with
dermatophytosis; (3) Characterize the frequency of ny-
statin use for dermatophytosis and identify the odds of an
inappropriate prescription by physician specialty.
METHODS: Twelve years (2003 — 2014) of data from the
National Ambulatory Medical Care Surveys (NAMCS) and
National Hospital Ambulatory Medical Care Survey — Emer-
gency Department (NHAMCS-ED) as well as nine years
(2003 - 2011) of data from the NHAMCS-Outpatient De-
partment (OPD) survey were aggregated for analysis. Visits
were stratified and weighted to reflect their clustered sam-
pling probability as described by National Center for Health
Statistics (NHCS). After identifying visits with a diagnosis of
“dermatophytosis”, logistic regression for complex samples
was used to estimate the odds of a dermatophyte infec-
tion as a function of multivariable patient characteristics,
including race, age, sex, and insurance status. Visits where
nystatin was used for dermatophytosis were identified, in-
cluding information on provider specialty, while excluding
visits where candidiasis was a diagnosis and drugs appro-
priate for the treatment dermatophytosis were mentioned.
RESULTS: Among 13.8 billion ambulatory visits, derma-
tophyte infections accounted for 48.4 million with 13% of
these visits occurring in the hospital OPD or ED setting.
Controlling for age, sex, and insurance status, patients
identifying as Black were 1.69 (95% CI: 1.43 - 1.99) times
more likely to have a positive tinea infection (P < .001).
Similarly, controlling for race, age, and insurance status,
males were 1.73 (95% CI: 1.52 — 1.96) times more likely
to have a positive tinea infection (P < .001). Conversely,
controlling for all other variables in the model, patients us-
ing a payment method other than Medicaid or Medicare
were only 0.70 (95% ClI: .54 — .90) times as likely to have a
positive tinea infection when compared to those with pri-
vate insurance (P = .01). There were 1,459,184 (95% CI:
836,640 — 2,081,728) visits during which nystatin was pre-
scribed for a dermatophyte infection. Compared to der-
matologists, non-dermatologists were 11.08 (95% CI: 1.42
- 86.32) times more likely to prescribe nystatin (P = .02) for
dermatophytosis.

LIMITATIONS: Although prevalence estimates may be
calculated using census data, the number of visits does
not reflect the true disease prevalence.

CONCLUSION: Disparities in healthcare affect those who
present with dermatophytosis. Non-dermatologists may
benefit from additional provider education on the diagno-
sis and appropriate treatment of dermatophyte infections.
CORRESPONDENCE: Jeave Reserva, jeave.reserva@
gmail.com
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BACKGROUND: Adalimumab (ADA) is approved for treat-
ment of Crohn’s disease (CD) and ulcerative colitis (UC);
therefore, it is postulated that new onset or flare of inflam-
matory bowel disease (IBD) is a rare occurrence in ADA
clinical trials for non-IBD indications.

OBJECTIVE: The purpose of this analysis was to deter-
mine the rates of IBD adverse events (AEs) in ADA clinical
trials, particularly in spondyloarthritis (SpA) patients who
are at higher risk of IBD as a feature of SpA.

METHODS: Rates of IBD AEs in 73 phase 2-4 inter-
ventional ADA clinical trials in rheumatoid arthritis (RA),
polyarticular juvenile idiopathic arthritis (pJIA), pediatric
enthesitis-related arthritis, uveitis, hidradenitis suppura-
tiva (HS), adult/pediatric psoriasis (Ps), psoriatic arthritis
(PsA), non-PsA peripheral SpA (pSpA), non-radiographic
axial spondyloarthritis (nr-axSpA), and ankylosing spon-
dylitis (AS) were analyzed (trials in UC, CD, and intestinal
Behcet’s disease [BD] were excluded). Search criteria for
IBD events included the following standardized MedDRA
queries preferred terms: IBD, UC, CD, IBD-not otherwise
specified, and ulcerative proctitis. Incidence rates (IR) for
events of IBD (combined new onset and flare) are report-
ed as events per 100 patient-years (PY). 95% confidence
intervals (Cl) were based on exact Poisson confidence
limits.

RESULTS: ADA was administered to 23735 patients,
representing 36404.6 PY of exposure. Overall, the IR for
IBD events in all interventional ADA trials included in this
analysis was 0.1/100PY. Rates of IBD events varied across
therapeutic indications from <0.1 to 0.8/100PY; no re-
ports of IBD events in pediatric patients. IR for IBD events
in RA, uveitis, HS, and Ps trials were <0.1, 0.2, 0.4, and
<0.1/100 PY. In SpA, the overall rates of IBD were 0.5/100
PY, while the rates were 0, 0.8, 0.5, and 0.7/100 PY in PsA,
non-PsA pSpA, nr-axSpA, and AS, respectively. 2216 pa-
tients with axSpA (AS: 2026, nr-axSpA: 190) were exposed
to ADA; in AS, 14 IBD events (7 new onset and 7 flares)
were reported in 12 patients (7 new onset and 5 flares),
while in nr-axSpA, 2 IBD events were reported in 1 patient
(2 flares).

CONCLUSIONS: Rates of IBD AEs in ADA clinical trials
were generally low across all indications, with all events
occurring in adult patients. In AS patients, who are at in-
creased risk of manifesting IBD, the rates of IBD for pa-
tients treated with ADA (.7/100 PY [95% CI, .4-1.1]) were
similar to published placebo rates pooled across multiple
clinical trials (1.3/100 PY [95% CI, .2-4.8]).1 In patients at
risk for IBD requiring biologic therapy, ADA is a reasonable

therapeutic option based on the observed low IBD event
rates in ADA clinical trials and its demonstrated efficacy in
treating UC and CD patients.
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BACKGROUND: Patients with moderate-to-severe plaque
psoriasis (Ps) who had sustained >PASI 75 responses dur-
ing the first 33 weeks of adalimumab (ADA) therapy in the
phase 3 REVEAL trial (NCT00237887) continued to have
substantial improvements through >3 years of total ADA
treatment.

OBJECTIVE: In these patients, we evaluated post hoc if
baseline demographics and disease characteristics had an
effect on long-term efficacy of ADA.

METHODS: REVEAL was a 52-week trial of ADA for chron-
ic plaque Ps followed by an open-label extension (OLE)
study for a total of >3 years of uninterrupted treatment
with ADA. Patients on ADA achieving >PASI75 response
at weeks 16 and 33 were re-randomized to 40 mg ADA
or PBO every other week. Patients who completed RE-
VEAL at week 52 were eligible to enter the OLE. Long-
Term Responders (patients treated with ADA from baseline
who achieved >PASI75 responses at weeks 16 and 33 and
re-randomized to continue receiving ADA therapy from
week 33 of REVEAL) were evaluated at the end of REVEAL
(week 52) and subsequently at every visit during OLE until
week 160. The impact of baseline demographics and dis-
ease characteristics (age, sex, race, duration of Ps, his-
tory of PsA, or prior systemic therapy, weight, and BMI) on
long-term efficacy (PASI 75/90) of ADA were evaluated for
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Long-Term Responders at week 160. Missing values were
imputed using last observation carried forward.
RESULTS: 250 patients achieved >PASI 75 responses at
week 33 and continued to receive ADA through the OLE.
Baseline demographics and disease characteristics of
Long-Term Responders were consistent with moderate to
severe Ps and comparable to the overall REVEAL popula-
tion. At week 160, PASI 75, PASI 90, and PASI 100 rates,
respectively, for patients with PsA (n=72) were 77.8%,
47.2%, and 23.6%; for patients without PsA (n=178),
76.4%, 51.7%, and 33.7%. Similarly, there was no impact
of age, sex, race, duration of Ps, or prior systemic ther-
apy on ADA efficacy at week 160. A marginal trend was
observed for higher response rates in less overweight pa-
tients.

CONCLUSIONS: Overall, patients who achieved >PASI 75
responses at week 33 maintained their responses through
>3 years of ADA treatment, regardless of baseline demo-
graphics and disease characteristics.
CORRESPONDENCE: Wendell Valdecantos, wendell.
valdecantos@abbvie.com
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BACKGROUND: Brodalumab is a fully human anti-inter-
leukin-17 receptor A monoclonal antibody that antagoniz-
es the action of specific inflammatory cytokines involved
in psoriasis. Pivotal phase 3 clinical trials demonstrated
the efficacy and safety of brodalumab through 52 weeks
of treatment in patients with moderate-to-severe psoriasis.
OBJECTIVE: To evaluate the efficacy of brodalumab in
psoriasis from week 52 through week 120. Data were de-
rived from the long-term, open-label extension study of a
52-week, randomized, double-blind, placebo- and active
comparator—controlled clinical trial (AMAGINE-2).
METHODS: Patients received brodalumab 210 mg or 140
mg every 2 weeks (Q2W), ustekinumab, or placebo dur-
ing a 12-week induction phase, followed by a maintenance
phase through week 52. During the maintenance phase,
patients receiving brodalumab were rerandomized to a
different dose and interval of brodalumab (210 mg or 140
mg Q2W, Q4W, or Q8W), patients receiving placebo were
switched to brodalumab 210 mg Q2W, and patients re-
ceiving ustekinumab continued on ustekinumab. At week
52, patients who received brodalumab during the mainte-
nance phase continued receiving their maintenance dose
of brodalumab, and patients who were taking ustekinumab
switched to brodalumab 210 mg Q2W. Data are presented
for patients who received brodalumab 210 mg Q2W (the
FDA-approved dose) through week 120 of the long-term
extension phase.

RESULTS: A total of 1392 patients received brodalumab
210 mg Q2W in the long-term extension phase. At week 52,
rates of these patients for psoriasis area and severity index
75% improvement (PASI 75), PASI 90, and PASI 100 were
90.6% (95 Cl%, 88.9%-92.2%; n/N, 1162/1282), 77.6%
(75.2%-79.9%; 995/1282), and 53.3% (50.5%-56.0%;
683/1282), respectively. Similarly, at week 120, corre-
sponding responder rates were 88.4% (95% ClI, 86.0%-
90.6%; n/N, 689/779), 76.8% (73.6%-79.7%; 598/779),
and 56.2% (52.7%-59.7%; 438/779), respectively. Suc-
cess rates, based on static physician’s global assessment
score of 0 or 1, were 79.2% (95 Cl%, 76.8%-81.4%; n/N,
1015/1282) and 76.6% (73.5%-79.6%; 597/779) at weeks
52 and 120, respectively.

LIMITATIONS: Real-world efficacy outcomes may differ
from the “as-observed” data presented here from a con-
trolled clinical trial.

CONCLUSION: Treatment with brodalumab resulted in
substantial psoriatic lesion clearing for more than 2 years
in most patients with moderate-to-severe psoriasis.
CORRESPONDENCE: Sylvia Hsu, Imedlen@medthinksci-
com.com
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BACKGROUND: ESPRIT is a 10-year international pro-
spective observational registry evaluating the long-term
safety and effectiveness of originator adalimumab (ADA)
in adult patients with moderate to severe chronic plaque
psoriasis.

OBJECTIVE: Herein, we report the interim over the initial 8
years of the registry.

METHODS: ESPRIT enrolled patients from Europe and
North America who were continuing ADA treatment from
a current prescription or previous study participation, or
initiating ADA <4 weeks of entering the registry (New Pre-
scription Population [New-Rx]). The All-Treated Population
(All-Rx) received at least 1 ADA dose in this registry. Pa-
tients were evaluated at 3 and 6 months (mos) post enroll-
ment, and thereafter every 6 mos for up to 10 yrs. This 8-yr
interim analysis included data collected retroactively since
the initial ADA dose (including data from previous ADA
studies for rollover patients) and cumulatively from 26 Sep-
tember 2008 through 30 November 2016. Incidence rates
(IR) for all treatment-emergent adverse events (All-TEAEs)
occurring from the initial dose through 70 days after the
last ADA dose and excluding AEs during treatment inter-
ruptions are reported as events per 100 pt years of total
ADA exposure (E/100PY), including pre-registry exposure.
Physician’s Global Assessment (PGA) was used to evalu-
ate effectiveness in as-observed population.

RESULTS: In ESPRIT, 6045 patients (All-Rx, 58% male;
mean age: 47 years; mean weight: 90 kg) were enrolled
and dosed representing 25.268.1 PY of overall total ADA
exposure, including 2554 (42.2%) New-Rx patients (54%
male; mean age: 46 years; mean weight: 90 kg). Median
duration of total ADA exposure was 1430 days (range
14-5161) and 658 days (range 14-2947) for All-Rx and
New-Rx, respectively. After 8 years, registry discontinua-
tion rate was 39.4% and 46.3% for All-Rx and New-Rx,
respectively; the most frequent reason for discontinuing
was being lost to follow up (18.2% and 23.9%, respec-

tively). In All-Rx and New-Rx patients, discontinuation rate
due to lack of efficacy was 1.6% and 2.5% respectively,
while discontinuation rate due to AEs were .6% and .9%,
respectively. The IR (E/100PY) for All-TEAEs (All-Rx) was:
overall 22.0; serious AEs 4.5; malignancies 1.1, non-mela-
noma skin cancer .7; serious infections (Sl) 1.0, active TB
<.1; congestive heart failure <0.1; lupus-like reactions and
systemic lupus <.1; and demyelinating disorder <.1. IR for
All-TEAEs (All-Rx) leading to death was .2 E/100PY. Stan-
dardized mortality ratio (All-Rx) was .34 (95% ClI, .25-.46),
indicating that the observed number of deaths was below
expected in an age-, sex- and country-matched popula-
tion. All-Rx patients achieving PGA ‘clear’ or ‘minimal’ at
12, 24, 36, 48, 60, 72, 84, and 96 months in the registry
were 2635/4624 (57.0%), 2376/4048 (58.7%), 2090/3537

(59.1%), 1994/3185 (62.6%), 1496/2415 (61.9%),
1114/1745 (63.8%), 428/653 (65.5%), and 9/20 (45.0%),
respectively.

CONCLUSIONS: No new safety signals were observed
with ADA treatment during this 8-year interim analy-
sis and safety was consistent with the known safety
profile of ADA. IR of Sl and malignancies remained sta-
ble with up to >8 years of overall exposure to ADA. The
number of TE deaths in the registry was below the ex-
pected rate compared with the general population. As-
observed effectiveness of ADA remained stable through
96 months.
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BACKGROUND: Topicals are a mainstay in psoriasis vul-
garis treatment and are used in combination therapy even
in patients receiving systemic or biologic therapy. Patient
preference for vehicle formulation can impact adherence
and, consequently, real-life effectiveness.

OBJECTIVE: PSO-INSIGHTFUL was designed to assess
patient-reported factors that influence preference following
once-daily topical treatment with Cal/BD foam and topical
suspension.

METHODS: A prospective, multicenter, Phase llib, open-
label, randomized, two-arm crossover study was con-
ducted in Germany and Canada on patients with stable
plaque psoriasis involving 2-30% BSA and PASI of >2. Af-
ter a 4-week washout from previous treatments, patients
were randomized 1:1 to once-daily Cal/BD foam for one
week, after which they switched or crossed over. Ques-
tionnaires (including Topical Product Usability Question-
naire, TPUQ; Comparison to Latest Topical Treatment,
CLTT) were completed by patients at baseline and time-
points during the study to assess usability and preference
differences.

RESULTS: Overall, mean TPUQ domain scores were sig-
nificantly higher for both Cal/BD foam and topical sus-
pension compared with latest topical treatment. Highest
preferences were for “overall satisfaction” and almost
every application and formulation domain evaluated.
Both the foam and topical suspension had high applica-
tion domain scores for use on large areas, quick appli-
cation time, and ease of incorporation into daily routine.
There were fewer preferences for Cal/BD foam compared
to suspension. Significant differences in favor of Cal/
BD foam over suspension were in domains of “immedi-
ate feeling of relief” and “felt soothing” while the sus-
pension was preferred for “use on small areas”, “ease

SCIENTIFIC ABSTRACTS

of application to lesion only”, and “accurately dispense
wanted amount.”

CONCLUSION: Overall, patients in the PSO-INSIGHTFUL
study preferred both Cal/BD foam and topical suspension
over their latest topical treatment. Cal/BD foam was not
preferred over the suspension, but both were preferred
over latest topical treatment. Some significant differences
in favor Cal/BD foam when compared to suspension may
be attributable to the vehicle. These data provide insight
into aspects of topical product usability and vehicle selec-
tion, but additional research is necessary for greater un-
derstanding of formulation impact on adherence.
CORRESPONDENCE: Jennifer Soung; doctorsoung@
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BACKGROUND: Many patients with plaque psoriasis
(PsO) are prescribed multiple biologic treatments to identify
a therapy that properly controls their condition. Real-world
evidence of persistence and adherence to secukinumab
and anti-TNF biologics is limited among biologic-naive and
biologic-experienced patients with moderate to severe
plaque PsO.

OBJECTIVE: To describe the persistence with and adher-
ence to biologics among biologic-naive and biologic-ex-
perienced patients with PsO who initiated secukinumab,
adalimumab, or etanercept in the real-world setting.
METHODS: Adults (age >18 years) with >1 pharmacy claim
for secukinumab, adalimumab, or etanercept on or after
01/21/2015 were identified from the Truven Health Analyt-
ics MarketScan Commercial and Medicare Supplemental
Databases (first qualifying claim = index date). Eligible pa-

Vol. 36, December 2017, Seminars in Cutaneous Medicine and Surgery (Supplement 3) S79

‘ ‘ v36i4 abstracts.indd 79

®

112117 4:13PM‘ ‘



SCIENTIFIC ABSTRACTS

tients were required to be continuously enrolled with medi-
cal and pharmacy benefits >12 months prior to (baseline
period) and after biologic initiation (index date). Patients
had > 1 PsO diagnosis (ICD-9-CM 696.1x or ICD-10-CM
L40.0 or L40.9) and no pharmacy claims for the index bio-
logic during the baseline period. Patients were categorized
as biologic naive vs experienced by the presence or ab-
sence of biologic use during the baseline period, respec-
tively. Adherence to (measured by the proportion of days
covered) and persistence with (defined as the number of
days from index until a gap of > 90 days without index
biologic (discontinuation), or the end of follow-up if no dis-
continuation was observed) the index biologic, as well as
discontinuation of the index biologic were evaluated over
the 12-month follow-up period.

RESULTS: Of 4,769 eligible PsO patients, 1,154 (24%)
initiated secukinumab (23% biologic naive, 77% biolog-
ic experienced), 2,631 (55%) initiated adalimumab (92%
biologic naive, 8% biologic experienced), and 984 (21%)
initiated etanercept (90% biologic naive, 10% biologic ex-
perienced). Secukinumab had the lowest discontinuation
rate, followed by adalimumab and etanercept during the
12-month follow-up period, respectively (biologic-naive:
35.1%, 42.3%, 46.7%; biologic-experienced: 32.1%,
41.0%, 54.3%). Secukinumab had higher mean days per-
sistent than adalimumab and etanercept, respectively (bio-
logic-naive, 281, 266, 254; biologic-experienced: 289, 271,
233). Secukinumab, had a slightly higher mean proportion
of days covered than adalimumab and etanercept (biolog-
ic-naive: .68, .65, .60; biologic- experienced: .70, .64, .59).
CONCLUSIONS: Patients treated with secukinumab had
the lowest discontinuation rate and highest persistence
over 12 months compared with subcutaneously adminis-
tered anti-TNFs, regardless of prior biologic use. Further
studies may be needed to capture reasons for discontinu-
ation as it may be driven by non-clinical factors such as
access.
CORRESPONDENCE:
us.ibm.com
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Pharmaceuticals Corporation, East Hanover, NJ.
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PA-26: Reduction in Risk of Disease Flare with
Adalimumab Weekly Dosing for 36 weeks in Patients
with Hidradenitis Suppurativa from the PIONEER Trials
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BACKGROUND: Originator adalimumab 40 mg weekly
dosing (ADAew) improves clinical response in patients with
moderate-to-severe hidradenitis suppurativa (HS) (N Engl
J Med. 2016; 375: 422-34); however, its effect on prevent-
ing HS flares has not been fully reported.

OBJECTIVES: We evaluated disease progression in pa-
tients with moderate-to-severe HS for >1 year and treated
with ADAew for up to 36 weeks.

MATERIALS & METHODS: Data were pooled from the
phase-3 Pioneer | & Il trials for patients randomized to 40
mg ADAew or placebo (pbo) in Period A and for ADAew
patients in Period A who were re-randomized to ADAew
(ADAew/ew), ADAeow (ADAew/eow), or pbo (ADAew/pbo)
in Period B, by week-12 HiSCR status (Hidradenitis Sup-
purativa Clinical Response, defined as >50% reduction in
total abscess and inflammatory nodule [AN] count with no
increase in abscess count or in draining fistula count). Dis-
ease flare was defined as a 225% increase and >2 abso-
lute increases from BL in the total AN count. Mean change
in lesion counts from BL and high-sensitivity C-reactive
protein (hsCRP) were also summarized. Missing data were
handled by last observation carried forward for lesion
counts and hsCRP. Negative numerical changes indicate
improvement. For mean % changes from baseline results
are reported as: (mean [standard error (SE)], N).
RESULTS: 633 patients were included in the Period A
analysis (ADAew=316; pbo=317). The rate of disease flare
was lower for patients receiving ADAew vs pbo (12.3% vs
35.3%, P<.001). Mean change (improvement) in AN count
from baseline to week 12 was greater for ADAew vs pbo
(-6.0 [.5], 316 vs —2.7 [.5], 313; P<.001). Mean % change
(improvement) from baseline to week 12 in draining fis-
tulas was greater for ADAew vs pbo (-.7 [.3], 316 vs .2
[.3], 313; P<.01). Mean change (improvement) in hsCRP
at week 12 was greater for ADAew vs placebo (4.6 [.9],
291 vs .9 [1.0], 303; P<.001). 300 patients were included
in the Period B analysis. Results are reported for patients
who achieved HiSCR at week 12: ADAew/ew,52, ADAew/
eow,52, ADAew/pbo,53. Rate of disease flare was low-
est for ADAew/ew (0%) vs ADAew/eow (5.8%) or ADAew/
pbo (7.5%) (P<.05; ADAew/ew vs ADAew/pbo). Mean %
changes from baseline in AN counts (ADAew/ew,—6.4 [.8],
51; ADAew/eow,-6.8 [.8], 52; ADAew/pbo,-5.5 [.8], 53) or
draining fistula count (ADAew/ew,-1.6 [.3], 51; ADAew/
eow,—1.1 [.3], 52; ADAew/pbo,-1.5 [.3], 53) were not signif-
icant at week 36. Mean change (improvement) from base-
line in hsCRP at week 36 showed a dose-response trend
(ADAew/ew=-2.3 [1.8], 47; ADAew/eow=-.8 [1.8], 48;
ADAew/pbo=.3 [1.9], 45). Rates of any AE in Period B were
similar between ADA groups (ADAew/eow,57.4% [N=101];
ADAew/ew,59.6% [N=99]) vs pbo (ADAew/pbo,65.0%
[N=100]). ADA groups had lower rates of HS worsening
(ADAew/eow,17.8%; ADAew/ew,5.1%) vs pbo (20.0%).
CONCLUSIONS: Risk of HS flare was significantly reduced
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compared to pbo after 12 weeks of ADAew treatment, and
was further reduced after continued ADAew treatment to
36 weeks, regardless of HiSCR achievement at week 12.
Reduction in risk of HS flare was supported by reductions
in lesion counts and in systemic inflammation (hsCRP).
There were no new safety signals in this population.
CORRESPONDENCE: Gerit Mulder, gerit.mulder@abbvie.
com
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locally advanced or metastatic cutaneous squamous
cell carcinoma (CSCC): initial safety and efficacy from
Expansion Cohorts (ECs) of phase 1 study
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PURPOSE: There is no established standard of care for
unresectable locally advanced or metastatic CSCC. UV-
induced DNA damage causes hypermutation in most
CSCCs. Therefore, these tumors may be responsive to
PD-1 checkpoint blockade. In the dose escalation por-
tion of the phase 1 study of REGN2810, a durable (19 +
months) radiologic complete response was observed in a
patient (pt) with metastatic CSCC (ASCO 2015, #3024).
PROCEDURE/STUDY: ECs enrolled pts with distantly
metastatic (EC 7) and locally advanced (EC 8) CSCC. All
patients received 3 mg/kg REGN2810 by intravenous infu-
sion over 30 minutes every 2 weeks for up to 48 weeks.
Research biopsies were performed at baseline and Day
29 (and at progression, if possible). Tumor measurements
were performed every 8 weeks according to RECIST 1.1
to determine overall response rate (ORR). Data cutoff date
was 31 Jan 2017.

RESULTS: 26 pts were enrolled (10in EC 7 and 16 in EC 8):
median age, 72.5 y (range, 56-88y); median PS 1 (range,
0 - 1); 21M:5F; median number of prior systemic therapy
regimens, 1 (range, 0 — 2). Median exposure to REGN2810
was 7 doses (range, 1-22). The most common treatment-
related adverse event of any grade was fatigue (19.2%).
Each of the following > Grade 3 related AEs occurred once:
AST elevation, ALT elevation, arthralgia, and rash. ORR
(PR + CR, including unconfirmed) and disease control rate
(ORR+SD) were 52% (12/23; 4uPR, 5 PR, 2CR, 1 uCR) and
70% (16/23, including 4SD), respectively. Three patients
are not yet evaluable. Median PFS and OS have not been
reached, and only one patient has experienced PD dur-
ing REGN2810 treatment after initial response. Correlative
studies are in process, including PD-L1 status and whole
exome tumor DNA sequencing.

CONCLUSION: REGN2810 is well tolerated and produces
antitumor activity in patients with advanced CSCC. A piv-
otal trial of REGN2810 for patients with advanced CSCC is
enrolling patients (NCT02760498).

CORRESPONDENCE: Kristine P. O’Connell, Kristine.
oconnell@regeneron.com
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PA-28: Safety and Efficacy of A-101, a 40% Hydrogen
Peroxide Topical Solution, in Adults with Seborrheic
Keratosis: Results from the Randomized, Double-
Blind, Vehicle-Controlled, Parallel-Group Phase 3
Study
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BACKGROUND: Seborrheic keratosis (SK) is one of the
most common benign skin lesions, affecting over 80 mil-
lion US citizens, yet there is no Food & Drug Administration
(FDA)-approved treatment available.

OBJECTIVE: The purpose of this study was to evaluate
the safety and efficacy of a proprietary 40% hydrogen per-
oxide topical solution (A-101) versus its matching vehicle
for the treatment of seborrheic keratosis.

DESIGN: Subjects with 4 eligible SK lesions, identified by
the study investigator, were randomized 1:1 to A-101 or
a matching A-101 vehicle. Treatment was performed by a
non-physician sub-investigator in order to maintain blind-
ing on Day 1. During Visit 4 (Day 22), previously treated SK
lesions with a Physician’s Lesion Assessment score > 0
were re-treated by the study sub-investigator (PLA scale:
0 = clear, 1 = near clear, 2 = thickness <1 mm, and 3 =
thickness > 1 mm). At Day 106, the investigator assessed
the lesions using the validated PLA. Eligible target lesions
were stable, typical SKs, measuring 5-15 mm in both
length and width and < 2 mm thickness, and were located
on the trunk, extremities, and face. Subjects were required
to present with > 1 lesion on the trunk or extremities and >
1 lesion on the face.

RESULTS/SUMMARY: 450 subjects were enrolled. At Day
106, significantly more subjects receiving A-101 (Intent-To-
Treat, ITT population) achieved a PLA score = 0 on all 4 of 4
lesions (4% vs 0%, P < .002) and 3 of 4 lesions (13.5% vs
0%, P < .0001) versus vehicle in the primary and second-

ary endpoints, respectively. In the a priori exploratory analy-
ses (Per-Protocol Population, n = 218), significantly higher
mean per-subject percentage of lesions achieving clear/
near clear (PLA < 1) was observed in the A-101 arm (47.5%
vs 10.2% in the vehicle group; P < .0001). Additionally, sig-
nificantly higher mean per-subject percentage of facial le-
sions achieving clear/near clear (PLA < 1) was observed in
the A-101 arm (64.4% vs 15.0% in the vehicle group at Day
106; P < .0001) in the ITT population. Adverse events were
comparable between groups. Local skin reactions were pre-
dominantly mild and had generally resolved by Day 106. At
all visits, atrophy, erosion, hypopigmentation, scarring, or
ulceration were reported for < 4% of lesions.
CONCLUSION: A-101, a 40% hydrogen peroxide topical
solution, is a safe, effective, and well-tolerated treatment
for SK. If approved, it would offer the first US FDA-ap-
proved topical treatment for SK.

CORRESPONDENCE: Esther Estes, eestes@aclaristx.
com

DISCLOSURES: Z Draelos and S Smith report grants from
Aclaris, during the conduct of the study. S Kempers and D
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BACKGROUND: Psoriasis is a chronic, immune-medi-
ated disease that varies widely in its clinical expression.
Treatment options focus on relieving symptoms, reduc-
ing inflammation, induration, and scaling, and controlling
the extent of the disease. Topical corticosteroids are the
mainstay of treatment, however long-term safety remains
a concern, particularly with the more potent formulations.
Combination therapy with a corticosteroid and tazarotene
may improve psoriasis signs at a lower corticosteroid con-
centration providing a superior safety profile.
OBJECTIVE: To investigate the safety and tolerability of a
once-daily application of a fixed combination halobetasol
propionate 0.01% and tazarotene 0.045% (HP/TAZ) lotion
in comparison with its vehicle in subjects with moderate-
to-severe plaque psoriasis.
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METHODS: Two multicenter, randomized, double-blind,
vehicle-controlled Phase 3 studies in moderate or severe
psoriasis (N=418). Subjects randomized (2:1) to receive
HP/TAZ or vehicle, once-daily for 8 weeks. Safety and
treatment emergent adverse events (TEAEs) were evalu-
ated throughout.

RESULTS: The most frequently reported TEAEs for HP/
TAZ were contact dermatitis (7.4%), pruritus (3.0%), and
application site pain (2.6%), compared with .0%, 2.9% and
.7% respectively for vehicle. The majority of AEs were mild
or moderate. There were only three serious AEs (SAEs)
reported following HP/TAZ treatment (1.1%). None of the
SAEs were treatment related (cellulitis staphylococcal,
pneumonia/asthma and anemia). By Week 8, mean scores
for itching, dryness and burning/stinging had reduced by
52.1% and 40.8% (Study 1 and 2 respectively), 46.2% and
47.3%, and 60.0% and 56.3% respectively. Side effects
such as skin atrophy were infrequent, as were other skin
reactions such as striae, telangiectasia, or folliculitis during
the studies.

CONCLUSIONS: Safety data with HP/TAZ Iotion were
consistent with the known safety profile of halobetasol
propionate and tazarotene, and did not reveal any new
safety concerns with the combination product.
CORRESPONDENCE: Brian Bulley, brian.bulley@binter-
net.com
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BACKGROUND: Psoriasis is a chronic, immune-mediat-
ed, skin disease usually requiring long-term management.
Secukinumab, a fully human monoclonal antibody that
neutralizes interleukin (IL)-17A, has been shown to have
significant efficacy in the treatment of moderate-to-severe
psoriasis and psoriatic arthritis, demonstrating sustained
and long-lasting high levels of efficacy with a favorable
safety profile. This is the first phase 3 study of an IL-17A
inhibitor presenting long-term sustainability and safety up
to 5 years of continuous treatment at the approved dose.
OBJECTIVES: To assess the sustained efficacy and safety
of secukinumab in moderate-to-severe psoriasis patients
treated for up to 5 years.

METHODS: In the core SCULPTURE study, patients that
were Psoriasis Area and Severity Index (PASI) 75 responders
at Week 12 continued receiving subcutaneous secukinumab
300 mg every 4 weeks until Year 1 (n=168 at Week 52). Pa-
tients subsequently entered the extension phase and con-
tinued the same double-blinded treatment regimen to Year
3, and thereafter unblinded to Year 5 (n=126 at Week 260),
which was the end of the study. Here we report final PASI
75/90/100 and absolute PASI <1/<2/<3 responses, Derma-
tology Life Quality Index (DLQI) 0/1 response, and safety/
tolerability to Year 5. Efficacy data are reported as observed
and safety events are analyzed per year.

RESULTS: Mean baseline PASI and body surface area
(BSA) involvement were 23.5 + 8.8 and 33.1% + 18.9%,
respectively. PASI 75/90/100 responses at Year 1 (88.9%,
68.5% and 43.8%, respectively) were well sustained to
Year 5 (88.5%, 66.4%, and 41%). The average improve-
ment in mean PASI was approximately 90% compared
with Baseline through 5 years. Absolute PASI <1/<2/<3
responses were sustained from Year 1 (58.6%, 67.9%,
and 74.1%, respectively) to Year 5 (63.3%, 66.4%, and
75.4%). Two thirds of patients reported no impact of skin
disease on their lives over 5 years of treatment; DLQI 0/1
responses were 72.7% at Year 1 and 65.5% at Year 5. The
safety profile of secukinumab remained favorable, with no
cumulative or unexpected safety concerns identified. The
most common adverse events included nasopharynagitis,
upper respiratory tract infection, and headache, consistent
with those reported in the core study and previous phase
3 studies. The most frequent reasons for discontinuation in
the extension study (n, %) were: subject/guardian decision
(13, 7.7%), adverse event (10, 6%), and lack of efficacy
(7, 4.2%).
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CONCLUSION: Secukinumab 300 mg treatment sustained
high levels of skin clearance, and improved quality of life
through 5 years in patients with moderate-to-severe pso-
riasis. Favorable safety established in a large phase 3 pro-
gram was maintained to 5 years.

CORRESPONDENCE: Robert Bissonnette, rbissonnette@
innovaderm.ca
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BACKGROUND: Investigator’s Global Assessment modi-
fied 2011 (IGA mod 2011) is a more robust measure of pso-
riasis clearance than traditional IGA and Physician’s Global
Assessment scales. Secukinumab, a fully human mono-
clonal antibody that selectively neutralizes interleukin-17A,
has significant efficacy in moderate-to-severe psoriasis
and psoriatic arthritis, demonstrating a rapid onset of
action and sustained responses with a favorable safety
profile.

OBJECTIVES: This post hoc analysis evaluates IGA mod
2011 0O (clear) and IGA (mod 2011) 0/1 (clear or almost
clear) response rates over 1 year following treatment with
secukinumab pooled from 4 phase 3 trials (ERASURE, FIX-
TURE, FEATURE, and JUNCTURE) involving patients with
moderate-to-severe plaque psoriasis.

METHODS: Secukinumab (300 mg or 150 mg) or placebo
was administered at Baseline, Weeks 1, 2 and 3, and then
every 4 weeks from Week 4 to 48. In FIXTURE, etanercept
(50 mg) was administered twice weekly for 12 weeks, then
once weekly.

RESULTS: Of 2396 patients, 691, 692, 326, and 687 were
randomized to secukinumab 300 mg, secukinumab 150
mg, etanercept, and placebo, respectively. Significantly
more patients receiving secukinumab 300 mg compared
with placebo achieved IGA (mod 2011) 0/1 (clear or al-
most clear) responses as early as Week 2 (after 2 doses
of secukinumab) and IGA (mod 2011) O (clear) responses
as early as at Week 8 (after 5 doses of secukinumab). A
significantly greater proportion of patients achieved IGA
(mod 2011) 0/1 (clear or almost clear) responses at Week
12 (after 6 doses of secukinumab) with secukinumab 300
mg (65.0%) and secukinumab 150 mg (51.4%) compared
with etanercept (27.2%) and placebo (2.2%; P < .0001 for
both secukinumab doses vs. etanercept and placebo).
IGA (mod 2011) 0/1 (clear or almost clear) responses were
sustained at Week 52 for secukinumab 300 mg (64.9%),
secukinumab 150 mg (47.4%), and etanercept (37.2%; P
< .0001 for secukinumab 300 mg vs. etanercept). At Week
12, a significantly greater proportion of patients achieved
IGA (mod 2011) O (clear) responses with secukinumab 300
mg (29.9%) and secukinumab 150 mg (15.1%) compared
with etanercept (5.3%) and placebo (0.3%; P < .0001 for
both secukinumab doses vs. etanercept and placebo). IGA
(mod 2011) O (clear) responses were sustained at Week 52
for secukinumab 300 mg (37.8%), secukinumab 150 mg
(21.6%), and etanercept (9.6%; P < .0001 for secukinumab
300 mg vs. etanercept).

CONCLUSION: Secukinumab 300 mg provides early and
sustained complete or near-complete skin clearance in up to
65% of patients with moderate-to-severe plaque psoriasis.
SPONSORS: This research was sponsored by Novartis
Pharma AG, Basel, Switzerland.

CORRESPONDENCE: Andrew Blauvelt, ABlauvelt@or-
egonmedicalresearch.com
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PA-32: Secukinumab Provides Rapid and Sustained
Pain Relief in Psoriatic Arthritis: 2-Year Results From
the FUTURE 2 Study
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KK?®

'"Dermatologikum Hamburg and Georg-August-University
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’RTI Health Solutions, Durham, NC, USA.

8Novartis Pharma AG, Basel, Switzerland.

®Novartis Pharmaceuticals Corporation, East Hanover, NJ,
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BACKGROUND: Secukinumab, a fully human monoclo-
nal antibody that selectively neutralizes IL-17A, has been
shown to have significant efficacy in the treatment of mod-
erate to severe psoriasis and psoriatic arthritis (PsA) with a
rapid onset of action, sustained responses and a favorable
safety profile.1-3 Pain remains a major clinical challenge in
treatment.4,5

OBJECTIVES: This posthoc analysis evaluated change in
pain scores from baseline to Week 104 in PsA patients re-
ceiving secukinumab in the FUTURE 2 study.

METHODS: FUTURE 2 study design has been reported.3
Mean change from baseline in pain VAS and SF-36 bodily
pain domain scores were evaluated using mixed-effect
model for repeated measures (MMRM) through Week 16
and as observed through Week 104. Proportion of patients
reporting improvements >clinically meaningful differences
in pain VAS (mean change from baseline >20%) was as-
sessed. Results are reported for secukinumab 300 and
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150 mg in overall population and stratified by prior use of
TNF inhibitor (TNFi; TNFi-naive vs. inadequate respond-
er/intolerant [TNFi-IR]). EQ-5D-3L pain item scores (no-,
moderate- or extreme-pain/discomfort) were assessed as
proportions.

RESULTS: Mean changes from baseline in pain VAS were
greater with secukinumab vs. placebo (PBO) by Week 3
(least squares mean [LSM]: -16.9, -12.6 with secukinum-
ab 300 and 150 mg, respectively vs. -5.8 with PBO; P <
.05), and Week 16 (LSM: -24.0 and -23.0 for secukinum-
ab 300 and 150 mg, respectively vs. -8.41 with PBO; P
< .05). Mean changes were sustained through Week 104
(-26.1 and -25.9 with secukinumab 300 and 150 mg, re-
spectively). In both secukinumab groups, >50% patients
reported improvements of >20% by Week 3 and this in-
creased through Week 104. Similarly, SF-36 bodily pain
domain scores improved from baseline by Week 4 and
16 with secukinumab vs. PBO, exceeding minimum clini-
cally important differences of 5.0 (Week 4: LSM: 16.2
and 16.3 for secukinumab 300 and 150 mg, respectively
vs. 5.9 with PBO; P < .05 and Week 16: LSM: 21.1 and
22.1 for secukinumab 300 and 150 mg, respectively vs.
6.9 with PBO; P < .05). Improvements in pain were con-
sistent in TNFi-naive and TNFi-IR patients; and of greater
magnitude in naive subgroup. At Week 16, mean changes
from baseline in pain VAS were -27.8, -25.1, and -11.3 for
secukinumab 300, secukinumab 150 mg, and placebo, re-
spectively in TNFi-naive patients (P < .0001 for secukinum-
ab 300 mg vs placebo and P < .001 for secukinumab 150
mg vs placebo) and -18.2, -21.1, and -4.4 for secukinumab
300, secukinumab 150 mg, and placebo, respectively in
TNFi-IR patients (P < .05 for secukinumab 300 mg vs pla-
cebo and P < .01 for secukinumab 150 mg vs placebo).
Mean changes from baseline in pain VAS were maintained
to Week 104 with improvement of -29.6 and -28.3 for
secukinumab 300 and secukinumab 150 mg, respectively
in TNFi-naive patients and -19.3 and -20.4 for secukinum-
ab 300 and secukinumab 150 mg, respectively in TNFi-IR
patients. Based on the EQ-5D-3L pain/discomfort item,
99% patients reported moderate to extreme pain or dis-
comfort at baseline. At Week 4, proportion of patients with
no pain or discomfort was greater for secukinumab 300
mg (15%) and 150 mg (9%) vs. PBO (5%) and increased
through Week 104 to 28% and 16% with secukinumab 300
and 150 mg, respectively.

CONCLUSIONS: Secukinumab provided rapid and sus-
tained pain relief through 2 years in patients with PsA as
assessed by multiple clinically relevant patient-reported
measures of pain. Improvements were reported by pa-
tients regardless of their prior TNFi therapy status.
CORRESPONDENCE: Kristian Reich, reich@dermatologi-
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PA-33: Secukinumab Provides Sustained
Improvement in Signs and Symptoms of Patients with
Active Psoriatic Arthritis up to 3 Years: Data from
FUTURE 1 and FUTURE 2 Studies
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BACKGROUND: Secukinumab, a fully human mAb, which
selectively neutralizes IL-17A, has been shown to have
significant efficacy in the treatment of moderate to severe
psoriasis1 and psoriatic arthritis (PsA)2,3 with a favorable
safety profile.

OBJECTIVES: To present the efficacy and safety of
secukinumab in patients (pts) with PsA through 3 years (yrs)
in extension phase of the FUTURE 1 (NCT01892436) and
through 2 yrs in the FUTURE 2 (NCT01752634) studies.
METHODS: The study designs of FUTURE 1 and 2 have
been reported.2,3 After 2-yr core trial of FUTURE 1 study,
460 (75.9%) of the overall 606 randomized pts entered the
3-yr extension phase. In FUTURE 2 study, 397 pts were
randomized. Efficacy results are presented from pts origi-
nally randomized to secukinumab 150 mg in FUTURE 1 (n
=161) at Week (Wk) 156 and to secukinumab 300 and 150
mg in FUTURE 2 (n = 200) at Wk 104. Efficacy endpoints
assessed included ACR20/50/70, PASI 75, DAS28-CRP,

SF-36 PCS, HAQ-DI, dactylitis and enthesitis. Analyses
used multiple imputation (Ml) for binary and mixed-effect
model repeated measures (MMRM) for continuous vari-
ables. Analyses stratified by anti-TNF status (naive/in-
adequate response or intolerance to these agents) were
prespecified. Safety analyses included all pts who received
>1 dose of secukinumab.

RESULTS: In FUTURE 1, 435 pts (94.6%) completed 156
wks (151/161 [93.8%] pts in IV up to a dose of 150 mg
group. In FUTURE 2, 303 pts (76.3%) completed 104 wks
(86/100 [86%] and 76/100 [76%] in secukinumab 300
and 150 mg, respectively). ACR20/50/70 responses were
achieved in FUTURE 1 by 77%/55%/33% of patients and
in FUTURE 2 by 69%/51%/33% of patients receiving
secukinumab 300 mg and by 64%/36%/23% of patients
receiving secukinumab 150 mg. PASI 75 was achieved
by 76% of patients in FUTURE 1 and by 80% and 73%
of patients in FUTURE 2 receiving secukinumab 300 mg
and 150 mg, respectively. The mean change from base-
line for DAS28-CRP was -1.9 in FUTURE 1 and -1.9 and
-1.7 in FUTURE 2 with secukinumab 300 mg and 150 mg,
respectively. Among patients with dactylitis or enthesitis
at baseline, resolution of dactylitis/enthesitis was reported
in 88%/77% of patients from FUTURE 1 and in 80%/72%
and 78%/62% of patients from FUTURE 2 receiving
secukinumab 300 mg and 150 mg, respectively. Respons-
es were sustained, regardless of prior anti-TNF status in
both studies. Secukinumab was well tolerated across both
studies in the entire safety period.

CONCLUSIONS: Secukinumab provided sustained im-
provements in the signs and symptoms, and multiple
clinical domains of active PsA up to 3 yrs. Secukinumab
had a favorable safety profile with no unexpected safety
signals.™?®
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Plaque Psoriasis Over 52 Weeks: Results of the
Exploratory CARIMA Study
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BACKGROUND: An increased incidence of cardiovascu-
lar (CV) events has been reported in psoriasis subjects.
Secukinumab, a fully human monoclonal antibody that
selectively neutralizes IL-17A, has significant efficacy in
moderate-to-severe psoriasis and psoriatic arthritis.
OBJECTIVES: CARIMA explored the effect of secukinum-
ab on CV risk markers in psoriasis.

METHODS: CARIMA was a 52-week, multicenter, explor-
atory, randomized, double-blind, placebo-controlled trial
(NCT02559622). Subjects with moderate-to-severe plaque
psoriasis but without manifest CV diseases were eligible.
The primary outcome measure was endothelial function, a
marker of early atherosclerosis, measured by flow-mediat-
ed dilation (FMD).

RESULTS: 151 subjects (mean age 45 years, 68% male)
were randomized. Of these, 48 and 54 subjects received
300 mg and 150 mg secukinumab, respectively and 26
and 23 subjects received placebo followed by 300 mg
or 150 mg secukinumab, respectively. A baseline FMD
(meanxSD) of 4.6% (+3.5), 4.6% (+4.6), 3.9% (+3.9), and
3.7% (+3.2) was observed for subjects assigned to 300 or
150 mg secukinumab or placebo followed by 300 mg or
150 mg secukinumab. At week 12, the baseline-adjusted
FMD showed a numerically larger improvement in subjects
receiving 300 mg secukinumab vs. the pooled placebo
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group (A =1.2%, CI [-.7; 3.1], P=.223) than in subjects re-
ceiving 150 mg secukinumab vs. the pooled placebo group
(A =.8%, Cl [-1.0; 2.6], P=.403). At week 52, FMD was in-
creased by 2.1% in subjects receiving 300 mg secukinum-
ab (Cl1 [0.8; 3.3], P=.002) and by 2.1% in subjects receiving
150 mg secukinumab (CI [.7; 3.4], P=.003) vs. baseline.
There were no deaths and no myocardial infarctions in the
study. There was one case of a cerebral infarction which
was not suspected to be related to study medication.
CONCLUSIONS: Although subjects with established CV
diseases were excluded, the comparably large CARIMA
study population confirmed earlier findings of endothelial
dysfunction associated with subclinical atherosclerosis in
psoriasis. A numerical, clinically meaningful improvement
of FMD was observed after 12 weeks (secukinumab 300
mg). The difference reached statistical significance after 52
weeks (150 and 300 mg). The safety profile of secukinum-
ab was comparable to prior studies and there were no
new safety signals. Secukinumab may improve endothelial
function, which could help to prevent cardiovascular dis-
ease progression in psoriatic subjects.
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PA-35: Secukinumab Treatment in Moderate-to-
Severe Psoriasis Patients Demonstrates Sustained
Low Absolute PASI Scores up to 4 Years: Results From
the SCULPTURE Extension Study
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BACKGROUND: Secukinumab, a fully human monoclo-
nal antibody that selectively neutralizes interleukin-17A
(IL-17A), exhibits significant efficacy in the treatment of
moderate-to-severe psoriasis and psoriatic arthritis, dem-
onstrating a rapid onset of action and a favorable safety
profile. Psoriasis Area and Severity Index (PASI) is a mea-
sure of psoriasis severity; achieving a low absolute PASI
score is the desired clinical outcome and an important
measure of treatment efficacy.
OBJECTIVES:Toassessthesustainedefficacyofsecukinum-
abin moderate-to-severe psoriasis patients treated for up to
4 years.

METHODS: In the core SCULPTURE study, PASI 75 re-
sponders at Week 12 were randomized to a double-blind
maintenance treatment of subcutaneous secukinumab 300
mg or 150 mg, administered either at a 4-week fixed-inter-
val (FI) or in a retreatment-as-needed regimen. Patients who
completed 52 weeks of treatment continued into the exten-
sion study (NCT01640951), and received the same blinded
maintenance treatment regimen and dose up to the end of
Year 3. In the fourth year, the study was open-label, and
treatment was mainly self-administered by patients with site
visits occurring every 12-16 weeks. Herein, we report abso-
lute PASI <1/<2/<3/<5 responses at Week (Wk) 52 and 208,
focusing on the 300 mg FI treatment arm in line with the
approved dosing regimen. Data are reported as observed.
RESULTS: In the overall study population, 79.8% of
secukinumab patients completed treatment through to
Wk 208 (Baseline [n=168], Wk 52 [n=168], and Wk 208
[n=134]). Secukinumab 300 mg demonstrated sustained
efficacy over 4 years of treatment in patients with mod-
erate-to-severe psoriasis (mean baseline PASI 23.5 =+
8.8, mean baseline BSA [body surface area] involvement
33.1% = 18.9); concomitant psoriasis therapy was pro-
hibited. Absolute PASI <1/<2/<3/<5 responses at Wk 52
(58.6%/67.9%/74.1%/87.7%) were well-sustained to Year
4 (58.8%/71.0%/77.1%/84.0%). Treatment adherence in
Year 4, when patients were mainly self-administering ther-
apy, was 99.5%. The favorable safety profile of secukinum-
ab was also maintained to Year 4, with no cumulative or
unexpected safety signals identified. The most commonly
reported adverse events were nasopharyngitis and upper
respiratory tract infection.

CONCLUSION: Secukinumab 300 mg demonstrates sus-
tained efficacy up to 4 years of treatment in patients with
moderate-to-severe psoriasis as seen by low absolute
PASI scores; achieving significant levels of skin clearance
and with a favorable safety profile.
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PA-36: Spontaneous resolution of a giant
keratoacanthoma and its satellite lesion

Heng, JK
Private Practice, Singapore

CASE: Keratoacanthoma (KA) is a common tumor of the
skin which originates from the follicular infundibulum. A
distinct feature of KA is a clinical course characterized by
rapid proliferative phase followed by a variable period of
lesion stability and subsequent spontaneous regression.
When a KA develops into a large lesion measuring more
than, it is referred to as giant keratoacanthoma (GKA).
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GKA is rare and has a predilection for the nose. Although
spontaneous resolution should eventually occur, these
lesions can cause considerable anatomical destruction
and cosmetic disfigurement. KAs may share overlapping
histological features with well-differentiated squamous
cell carcinomas, posing diagnostic difficulties. Very of-
ten, the diagnosis remains in question until the tumor
regresses.

CONCLUSION: Spontaneous resolution of GKAs are rare-
ly reported in the literature. We report a case of GKA of the
nose with photographic documentation of its resolution.
CORRESPONDENCE: Jun Khee Heng; junkhee.heng@
mohh.com.sg
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INTRODUCTION/OBJECTIVE: VOYAGE 1 and 2 were two
phase 3, double-blind, placebo- and active-comparator-
controlled studies that evaluated the efficacy and safety
of guselkumab (GUS) in patients with moderate-to-severe
psoriasis (PsO). Here we report the efficacy and safety of
GUS in the subset of patients with moderate psoriasis, de-
fined by a baseline Investigator Global Assessment (IGA) of
3, and were compared with placebo and adalimumab (ADA).
METHODS: Through Week 24, VOYAGE1 and 2 were simi-
larly designed with patients randomized to GUS 100 mg
at wks0/4/12/20; placebo at wks0/4/12 then GUS 100
mg at wks16/20 or ADA 80mg at wkO, 40mg at wk1, and
g2wk through wk23. The placebo controlled phase was
week 0 through week 16 and the active comparator con-
trolled phase was week 0 through week 24 for efficacy and
week 28 for safety. Physician assessed measures (IGA,
PsO Area and Severity Index [PASI]) and Dermatology Life
Quality Index [DLQI] are presented.

RESULTS: Among moderate psoriasis subjects, baseline
demographics were comparable across treatment groups.
GUS was superior (P < .001) to placebo at week 16 and to
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ADA at week 24 in achieving an IGA score of 0 (cleared),
IGA score of 0 or 1 (minimal), and PASI75, PASI90, PASI100,
and DLQI of 0 or 1 responses (Table). The proportion of
GUS patients with >1 adverse events (AEs) was compa-
rable to placebo through week 16 [GUS (N=318, 50.4%),
placebo (N=162, 50.3%)] and ADA through week 28 [GUS
(N=386, 61.2%), ADA (N=279, 64.0%)].

CONCLUSION: For patients with moderate PsO, defined
by a baseline IGA score of 3, GUS demonstrates superior
efficacy and greater improvement in health-related quality-
of-life compared with placebo and ADA.
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OBJECTIVE: Nail psoriasis (PsO) is often correlated with
more severe psoriatic disease and is difficult to treat; only
a few studies have shown its association with significant
functional and psychosocial impairment. The objective of
this study was to describe the impact of nail PsO on clini-
cal and patient reported outcomes (PROs) among patients
enrolled in the Corrona PsO Registry.

METHODS: Adult PsO patients enrolled in the Corrona PsO
registry between 4/2015 - 4/2017, who initiated an eligible
systemic therapy at enroliment were included. Descriptive
analyses of demographics, disease severity (BSA, PASI),
PROs (overall itch, pain visual analog scale (VAS 0-100),
Dermatology Life Quality Index (DLQI), Work Productivity
and Activity Impairment (WPAI), EQ-VAS 0-100) and treat-
ment history were compared between patients affected by
nail PsO and those without, using appropriate statistical
tests (t-test/chi-square tests for continuous and categori-
cal variables respectively).

RESULTS: Of 1,037 patients initiating an eligible systemic
therapy at enrollment, 163 patients (15.7%) had nail PsO.
Patients with nail PsO were similar in age (mean age: 50.6
vs. 49.4 yrs) but were less likely female (43% vs 52%), with
longer disease duration (mean: 20.4 vs 14.3 yrs) and pres-
ence of psoriatic arthritis (PsA) (48% vs 36%) compared to
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patients without nail PsO (all P < .05). Significantly more
patients with nail PsO had received a biologic treatment
(67% vs 55%, P < .05), with ~60% (vs 50%) having history
of >2 prior biologic use. Patients with nail PsO had more
severe disease (mean BSA: 20.2 vs 14.7; mean PASI: 12.7
vs 8.3, PASI >10: 45% vs 29%) and a higher proportion
had inverse (16% vs 5%), scalp (82% vs 28%) and pal-
moplantar (25% vs 10%) PsO, compared to patients with-
out nail PsO (all P < .05). Overall work impairment (mean
percent: 20.0 vs 19.0) and quality of life (mean DLQI: 9.6
vs 9.0) were similar in patients with nail PsO vs. without
nail PsO, respectively. However, patients with nail PsO
reported significantly higher symptoms (mean itch: 20.2
vs 14.7, mean pain: 43.2 vs 36.6), anxiety (mean 26% vs
20%), and impaired health status (mean EQ-VAS: 62.8 vs
70.4) compared to patients without nail PsO, respectively,
(all P < .05).

CONCLUSION: This real world study showed that patients
with nail PsO have a significantly greater clinical, symptom
and emotional burden compared to patients without nail
PsO.
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