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BACKGROUND: Ingenol disoxate (IngDsx; LEO 43204) is a 
novel ingenol derivative developed for improved chemical and 
biologic properties compared to ingenol mebutate. 
OBJECTIVE: This Phase 1/2 trial investigated the ef�cacy and 
safety of IngDsx gel in patients with actinic keratosis (AK) on 
the scalp.
METHODS: This was a randomized, double-blind, parallel 
group, vehicle-controlled 8-week dose-�nding trial evaluating 
0.037% and 0.05% IngDsx gel once daily for 2 consecutive 
days on the balding scalp (25−250 cm2) with 5−20 clinically typ-
ical actinic keratoses (AKs) in the treatment area. Six individual 
components of local skin responses (LSRs) were assessed on 
a scale from 0−4, yielding a maximum composite score of 24. 
Ef�cacy was assessed by AK count on days 29 and 57. LSRs 
and adverse events were assessed on days 1, 3, 8, 15, 29 and 
57. Patients completed a Treatment Satisfaction Questionnaire 
(TSQM) on day 57.
RESULTS: A total of 163 patients were randomized and re-
ceived treatment. In each treatment group at least 96% of pa-
tients completed all treatments. The median age was 72 years; 
all were male, white, with Fitzpatrick skin type I-III. The median 
duration of AK was 9 years. At baseline, the median number of 
AKs in the treatment area was 13. For both doses the reduc-
tion in AK count at week 8 compared to baseline was signi�-
cantly greater than with vehicle (73% (0.037%); 79% (0.05%) 
vs 13% (vehicle); P < .001) and most (91%-97%) of this effect 
was observed by week 4. For both active doses the composite 
LSR score peaked at day 3, rapidly declined, and reached mild 
levels at week 2. The peak composite LSR score for the active 

treatments was higher than for vehicle (8.6; 8.7 vs 1.5). Both 
active treatments were well-tolerated with the most common 
adverse drug reactions being application site pain (including 
burning) (48%; 57% vs 6%) and application site pruritus (25%; 
27% vs 3%). There were no treatment-related serious adverse 
events. Global treatment satisfaction score was high for both 
active treatments and higher than vehicle (75%; 76% vs 36%; 
P < .001).
LIMITATIONS: Phase 2/3 trial with limited sample size, restrict-
ing the generalizability of �ndings.
CONCLUSION: Both doses of IngDsx gel were effective as 
�eld treatment of AK on the balding scalp and statistically sig-
ni�cantly superior to vehicle, were well-tolerated based on the 
adverse event pro�le and LSRs, and were associated with high 
global treatment satisfaction.
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BACKGROUND: Psoriasis is a chronic, immune-mediated 
disease that varies widely in its clinical expression. Treat-
ment options focus on relieving symptoms, reducing in�am-
mation, induration, and scaling, and controlling the extent of 
the disease. The mainstay of psoriasis treatment is a topical 
corticosteroid; however, long-term safety remains a concern, 
particularly with the more potent formulations. Combination 
therapy with a corticosteroid and tazarotene may afford relief 
from in�ammation, and a reduction in adverse events, such as 
skin atrophy.
OBJECTIVE: To investigate the ef�cacy and safety of a once 
daily application of a �xed combination halobetasol propionate 
0.01% and tazarotene 0.045% (HP/TAZ) Lotion in comparison 
with its monads and vehicle in subjects with moderate or se-
vere plaque psoriasis. 
METHODS: Multicenter, randomized, double-blind, vehicle-
controlled Phase 2 study in moderate or severe psoriasis (N 
= 212). Subjects randomized (2:2:2:1 ratio) to receive HP/TAZ, 
individual monads, or vehicle, once-daily for 8 weeks. Ef�cacy 
assessments included treatment success (de�ned as at least 
a 2-grade improvement from baseline in the IGA score and a 
score of ‘clear’ or ‘almost clear’), and impact on individual signs 
of psoriasis at the target lesion. Safety and treatment emergent 
adverse events (TEAEs) was evaluated throughout.
RESULTS: HP/TAZ lotion demonstrated statistically signi�cant 
superiority over vehicle as early as 2 weeks. At Week 8, 52.5% 
of subjects had treatment success compared with 33.3%, 
18.6% and 9.7% in the HP (P = .033), TAZ (P < .001), and ve-
hicle (P < .001) groups respectively. HP/TAZ lotion was superior 
to its monads and vehicle in reducing the psoriasis signs of 
erythema, plaque elevation, and scaling. At Week 8, treatment 
success was achieved by 54.2% of subjects for erythema, 
67.8% for plaque elevation, and 64.4% for scaling. Most fre-
quently reported TEAEs were application site reactions, and 
were more likely associated with the tazarotene component. 
Side effects such as skin atrophy were rare.
CONCLUSION: HP/TAZ lotion was consistently more effective 
than its monads or vehicle in achieving treatment success and 
reducing psoriasis signs of erythema, plaque elevation, and 
scaling at the target lesion. Safety data were consistent with the 
known safety pro�le of halobetasol propionate and tazarotene, 
and did not reveal any new safety concerns with the combina-
tion product. 
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PA 03: A randomized, double-blind, active- and placebo-
controlled phase 3 study of ef�cacy and safety of 
ixekizumab, adalimumab, and placebo therapy in patients 
naïve to biologic disease-modifying antirheumatic drugs 
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BACKGROUND: Psoriatic arthritis (PsA) is a chronic immune-
mediated in�ammatory disease associated with psoriasis 
which includes peripheral arthritis, enthesitis, dactylitis, and 
spondylitis manifestations. Ixekizumab is a high-af�nity mono-
clonal antibody that selectively targets interleukin (IL)-17A .
OBJECTIVE: The primary objective was to evaluate the pro-
portion of biologic disease-modifying antirheumatic drug 
(bDMARD)-naïve patients with active PsA achieving the Ameri-
can College of Rheumatology Response Criteria (ACR20) at 
Week 24 (ixekizumab vs placebo).
METHODS: In a Phase 3 trial, 417 bDMARD-naïve patients 
with active PsA were randomized to up to 24 weeks of placebo 
(N = 106); adalimumab 40 mg (N = 101) once every 2 weeks 
(Q2W; active control); or ixekizumab 80 mg Q2W (N = 103) or 
Q4W (N = 107) following a 160 mg initial dose at Week 0. End-
points included ACR20 at Week 24 (primary), ACR50, ACR70, a 
75/90/100% improvement in Psoriasis Area and Severity Index 
(PASI 75/PASI 90/PASI 100), Disease Activity Score (28 joint 
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count) based on C-reactive protein (DAS28-CRP), Leeds Dac-
tylitis Index (LDI-B) and Enthesitis Index (LEI), Health Assess-
ment Questionnaire – Disability Index (HAQ-DI), and Van der 
Heijde modi�ed Total Sharp (mTSS) score at 12 and 24 weeks. 
Ef�cacy variables were evaluated using the intent to treat pop-
ulation. Continuous data were evaluated using mixed-effects 
model for repeated measures. Categorical data were compared 
using a logistic regression model with missing values imputed 
by nonresponder imputation, which treats inadequate respond-
ers as nonresponders.
RESULTS: A total of 382 patients completed 24 weeks of the 
study. A signi�cantly greater percentage of patients treated 
with ixekizumab 80 mg Q2W or Q4W achieved ACR 20, ACR50, 
ACR70, and PASI 75/90/100 responses than with placebo at 12 
and 24 weeks (P < .01). Both ixekizumab groups experienced 
signi�cantly greater reductions than placebo for measures of 
dactylitis (LDI-B) at 12 and 24 weeks but not for enthesitis (LEI). 
Disease activity (DAS28-CRP) and functional disability (HAQ-
DI) improved, and inhibition of radiographic progression of 
joint structural damage (mTSS) was demonstrated with both 
ixekizumab doses compared to placebo (P < .025). Ef�cacy re-
sults with adalimumab versus placebo were signi�cant on most 
measures, thus validating the study design. At 24 weeks, the 
incidence of treatment-emergent adverse events (TEAEs) was 
greater (P < .05) and the rate of serious adverse events was 
higher (P > .27) with ixekizumab and adalimumab compared 
to placebo. Discontinuation due to a TEAE was similar across 
groups. No deaths occurred. 
LIMITATIONS: The trial population was limited to bDMARD-
naïve patients.
CONCLUSION: In bDMARD-naïve patients with active PsA, 
ixekizumab showed signi�cant, clinically meaningful improve-
ments of disease activity and physical function, reduction in 
dactylitis, greater skin clearance of plaque psoriasis, and inhibi-
tion of structural progression. There were no unexpected safety 
�ndings with ixekizumab treatment.
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BACKGROUND: Switching between biologics is common 
among patients with moderate to severe psoriasis (PsO), espe-
cially among those with a long PsO history.
OBJECTIVE: To evaluate the real-world effectiveness of 
switching between biologics in PsO by conducting a system-
atic review.
METHODS: MEDLINE-indexed publications in English were 
searched from January 2006-May 2016 for studies assessing 
real-world effectiveness of biologic switching in adult PsO pa-
tients.
RESULTS: Among 643 citations, 33 were retrieved, and 15 
studies were included. Overall, 6 studies compared results 
only to baseline, 4 compared between lines of treatment, and 
5 compared biologic-naïve patients to those previously treated. 
In 9 studies, at least 60% of the patients switched from etan-
ercept. Evaluated outcomes included PASI in 14 studies and 
drug survival in 3 studies. Of the 15 studies, 2 clearly evaluated 
2nd line treatment. The rest were unclear or involved a mix of 
patients. Four studies were from North America, and the re-
maining studies were European. All 15 studies concluded that 
later line treatments provided relief to patients with PsO. Four 
studies found signi�cant improvements in patients with later-
line treatments. Biologic-naïve patients responded to anti-TNFs 
better than patients previously treated with a biologic in 4 of the 
5 studies examining this population. Two of 3 studies measur-
ing drug survival reported a signi�cantly higher drug survival 
for biologic-naïve patients, while the 3rd found that loss of re-
sponse to adalimumab was associated with the number of pre-
vious biologic treatments (Hazard Ratio: 1.63, 95% con�dence 
interval [CI]: 1.11-2.40, P = .010, n = 113). In the largest study 
identi�ed, analysis of 1,277 patients from the DERMBIO regis-
try found biologic-naïve patients were more likely to experience 
longer drug survival than those previously treated with a bio-
logic (Odds Ratio: 1.24, 95% CI: 1.05-1.46, P = .011). Among 
studies with PASI outcomes, 3 reported more biologic-naïve 
patients achieved treatment success, including 1 study report-
ing signi�cance at 1 year for both PASI 75 (P = .009) and PASI 
90 (P = .010). 
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CONCLUSION: Only a few real-world studies of PsO patients 
examined comparative effectiveness of biologics used in 2nd- 
and later-line treatment. The available evidence suggests that 
later line treatment with biologics can be effective; however, 
biologic-naïve patients may experience a signi�cantly better 
response than those with prior biologic treatment. 
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BACKGROUND: Quality of life and pain are worse for patients 
(pts) with psoriasis (Ps) and concomitant �ngernail Ps com-
pared with pts with Ps alone. 
OBJECTIVE: We evaluated the safety and ef�cacy of the ap-
proved adalimumab (ADA) Ps dose for the treatment of �nger-
nail Ps.
METHODS: This was a multicentre, parallel-arm trial. In 26-
week (wk) Period A, pts were randomized 1:1 to 40 mg ADA 
every-other-wk (eow) after initial 80 mg dose, or matching pla-
cebo (PBO). Starting from wk 16, if body surface area (BSA) of 
Ps increased by ≥25% from baseline, pts could early escape 
to 26-wk open-label Period B. Period A results are reported. 
Pts were enrolled if they had 1) chronic, moderate to severe 
plaque Ps and �ngernail Ps; 2) BSA ≥10% with total modi�ed 
Nail Ps Severity Index (mNAPSI) score ≥8, or BSA ≥5% with to-
tal mNAPSI score ≥20; 3) target �ngernail mNAPSI score ≥8; 4) 
at least moderate Physician’s Global Assessment of �ngernail 
Ps (PGA-F); 5) at least moderate PGA of Ps; 6) Nail Ps Physical 

Functioning Severity (NPPFS) score >3 (0=no impact on func-
tion, 10=severe impact) or Nail Ps Pain score >3 (0=no pain, 
10=severe pain). Missing data were handled by multiple impu-
tation. Primary endpoints included the proportion of pts achiev-
ing ≥75% improvement from baseline in mNAPSI (mNAPSI 75) 
and the proportion achieving PGA-F of 0 (clear) or 1 (minimal) 
with ≥2-grades improvement from baseline.
RESULTS: Of the 217 randomized pts (108 PBO, 109 ADA), 
84.3% were male; mean age was 46.7 years; 188 (86.6%) com-
pleted 26 wks of treatment or early escaped to Period B ac-
cording to protocol. Both primary endpoints were met. 3.4% 
PBO vs 46.6% ADA achieved total �ngernail mNAPSI 75 (P < 
.001) and 6.9% vs 48.9% (P < .001) achieved PGA-F 0 or 1 
with ≥2 grades improvement. Ranked secondary endpoints re-
sults were percent change from baseline at wk 26 (Period A) 
in total �ngernail NAPSI (−11.5% PBO vs −56.2% ADA; P < 
.001), proportion achieving total �ngernail mNAPSI 0 (0% PBO 
vs 6.6% ADA; P = .008), change from baseline in nail pain (−1.1 
PBO vs −3.7 ADA; P < .001), change from baseline in NPPFS 
(−0.8 PBO vs −3.7 ADA; P < .001), and proportion achieving 
≥50% reduction in Brigham Scalp Nail Inverse Palmo-Plantar 
Ps Index (scalp portion only) among pts for whom the baseline 
scalp assessment was obtained with a score ≥6 (0.4% PBO [n 
= 12] vs 58.3% ADA [n = 18], P = .002). Adverse events (AEs) in 
Period A were reported by 55.6% PBO vs 56.9% ADA; serious 
AEs by 4.6% PBO vs 7.3% ADA; serious infections by 1.9% 
PBO vs 3.7% ADA; and AEs leading to study-drug discontinu-
ation by 2.8% PBO vs 5.5% ADA.
CONCLUSION: The primary results demonstrated that in this 
population, ADA was more effective than PBO for the treatment 
of �ngernail and scalp Ps and signi�cantly improved signs and 
symptoms of both; no new safety risks were identi�ed with ADA 
eow treatment for 26 wks.
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BACKGROUND: Psoriasis impairs quality of life (QoL) to a sim-
ilar extent to that experienced by patients with other chronic 
diseases, such as diabetes. Fixed combination calcipotriol 50 
µg/g (Cal) and betamethasone 0.5 mg/g (BD) aerosol foam has 
been shown to be ef�cacious and also improve QoL in patients 
with psoriasis. The Phase III, 12-week PSO-ABLE study in pa-
tients with mild to severe psoriasis demonstrated superior ef-
�cacy of Cal/BD foam at week 4 versus Cal/BD gel at week 8, 
with similar tolerability (NCT02132936). 
OBJECTIVE: In this post-hoc analysis from PSO-ABLE, we ex-
plore whether greater skin clearance with Cal/BD aerosol foam 
is associated with improved QoL.
METHODS: PSO-ABLE was an investigator-blinded study in 
which patients aged ≥18 years were randomized 4:4:1:1 to 
once-daily Cal/BD foam (n = 185), Cal/BD gel (n = 188), foam 

vehicle (n = 47) or gel vehicle (n = 43); data are presented from 
the active treatment groups only. As a measure of skin clear-
ance, the proportion of patients achieving a reduction in modi-
�ed Psoriasis Area and Severity Index (excluding the head, 
which was not treated; mPASI) of 50–<75%, 75–<90% or 90% 
was assessed at week 4. QoL was measured using the Derma-
tology Life Quality Index (DLQI; range, 0–30), where a score of 
0 or 1 indicates no impact on the patient’s life. 
RESULTS: The proportion of patients with a DLQI score of 
0/1 generally increased with greater improvements in mPASI 
at week 4, in both Cal/BD foam and Cal/BD gel groups (Ta-
ble). The proportion was greater with Cal/BD foam than gel at 
mPASI50 to <75 and mPASI90 levels, and similar at mPASI75 
to <90.

Table. Proportion of patients achieving DLQI score 
of 0/1 at week 4 

mPASI50 to 
<75

mPASI75 to 
<90

mPASI90

Cal/BD foam, % 47.2 48.0 65.0

(n = 25/53) (n = 24/50) (n = 26/40)

Cal/BD gel, % 40.3 50.0 50.0

(n = 27/67) (n = 16/32) (n = 6/12)

CONCLUSION: This analysis shows that an increase in per-
centage reduction in mPASI at week 4 was associated with an 
increase in the proportion of patients achieving a DLQI score 
of 0/1 (ie no impact) in both the Cal/BD foam and Cal/BD gel 
groups; this suggests that patient QoL improves with greater 
clearance of psoriasis. The fact that mPASI90 (ie almost com-
plete skin clearance) did not result in a similar proportion (ie 
90%) of patients achieving DLQI 0/1 may suggest that the 
impact of psoriasis on QoL is driven by factors beyond treat-
ment ef�cacy (eg anxiety about relapse). Alternatively, DLQI 
items may have limited relevance for some patients with long-
standing psoriasis. Indeed, we have previously shown that the 
impact of psoriasis on QoL (based on EQ-5D utility score) was 
primarily driven by anxiety/depression and pain/discomfort 
(Leonardi et al. EADV 2015). Overall, Cal/BD aerosol foam was 
highly effective and led to an improvement in patient QoL.
CORRESPONDENCE: Linda Stein Gold, MD; lstein1@hfhs.
org.
DISCLOSURES: CEM Grif�ths: Abbott (investigator, con-
sultant, speaker), AbbVie (consultant), Actelion (consultant), 
Biotest (consultant), Celgene (investigator, consultant, speak-
er), Eli Lilly (investigator, consultant, speaker), GSK-Stiefel 
(consultant), Incyte (consultant), Janssen (investigator, consul-
tant, speaker), LEO Pharma (investigator, consultant, speaker), 
Merck Sharp & Dohme (consultant), Novartis (investigator, 
consultant, speaker), P�zer (investigator, consultant, speaker), 
Trident (consultant), UCB (consultant). L Stein Gold: Eli Lilly 
(advisory board), LEO Pharma (advisory board, research sup-
port), Novartis (research support), P�zer (advisory board), Taro 
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speaker), P�zer (investigator), Pierre Fabre (investigator). RE 
Kalb: AbbVie (consultant, research support), Amgen (research 
support), Celgene (consultant), Janssen (consultant, research 
support), LEO Pharma (consultant, research support), Merck & 
Co (research support), Novartis (consultant), P�zer (consultant). 
A Møller: LEO Pharma (employee). C Paul: AbbVie (consultant), 
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PA-07: BPX-01 minocycline 1% topical gel for the 
treatment of acne vulgaris 

Daniels AM

BioPharmX, Inc, Menlo Park, California, USA.

BACKGROUND: Minocycline has proven ef�cacy in the treat-
ment of acne vulgaris, which is often associated with signi�cant 
colonization of Propionibacterium acnes (P acnes). Oral mino-
cycline has been used successfully for the treatment of acne 
since it was �rst synthesized by Lederle Laboratories in 1966 
and is now available from a number of manufacturers in a range 
of dosage strengths. Although minocycline remains one of the 
most commonly used treatments for acne, oral administration 
results in broad systemic exposure, often leading to undesire-
able side effects such as upset stomach, diarrhea, dizziness, 
and headache. There is currently no commercially available 
topical formulation of minocycline that delivers drug directly to 
the source of acne lesions while minimizing systemic exposure; 
BPX-01 is a newly developed topical gel minocycline product 
that will address this gap. We report here data from the �rst 
two studies in the clinical development program for this new 
product.
OBJECTIVE: The ef�cacy objectives of the �rst study (Study 
1) were to evaluate the effect of daily application of BPX-01 
on facial P acnes bacteria and to compare the effect of BPX-
01 with that of the vehicle control. Safety objectives included 
assessment of cutaneous toxicity by the subject and investiga-
tor, hematologic and blood chemistry parameters, incidence of 
adverse events and plasma levels of minocycline. The objec-
tives of the second study (Study 2) were to provide benchmark 
data for plasma and skin levels of minocycline following oral 
administration of the commercially available extended release 
minocycline.
METHODS: Study 1 was a 4-week double blind, vehicle-con-
trolled single center study in 33 normal volunteers randomized 
2:1 to once daily application of BPX-01 1% minocycline gel 
or matched vehicle control. Subjects had ≥10,000 cfu/cm2 P 
acnes at baseline and did not use any oral or topical antibi-
otics or other acne medications for the course of the study. 

P acnes counts were measured at baseline, after 1, 2, and 4 
weeks of treatment and again at 6 weeks (2 weeks after ces-
sation of treatment). Cutaneous effects were assessed at the 
same intervals; hematology and chemistry values and minocy-
cline levels were assessed at baseline, 2 and 4 weeks. Study 2 
was a 4-week open label single arm, single center study in 12 
subjects with moderate to severe acne vulgaris treated accord-
ing to the commercial label with 1-2mg/kg/day oral extended 
release minocycline. Lesion counts, cutaneous effects, hema-
tology, serum chemistry and plasma minocycline levels were 
assessed at baseline, after 2 and 4 weeks of treatment and 
again after 2 weeks of no treatment. Skin minocycline levels 
were also assessed using periauricular biopsy tissue.
RESULTS: Safety outcomes including plasma levels of mino-
cycline for both studies were evaluated for the entire study 
population; ef�cacy analyses for Study 1 were performed in 
the per protocol population (subjects with no exclusions and 
having evaluable assessments). Daily application of BPX-01 
resulted in a statistically signi�cant reduction of P acnes at 4 
weeks compared to baseline (P < .001). The >1 log reduction 
at 4-weeks was also statistically signi�cant between BPX-01 
and the vehicle control (P = .020). No adverse cutaneous ef-
fects were observed in either study and no clinically signi�cant 
or hematologic or chemistry alterations occurred. No minocy-
cline was detected in the plasma at any timepoint in Study 1 
subjects; the plasma levels of minocycline in Study 2 subjects 
were consistent with those reported in the literature. Study 2 
subjects had the expected reduction in lesion counts but no 
detectable minocycline in the tissue biopsy samples.

Outcome summary: Study 1 vs Study 2

Parameter Study 1
BPX-01,topical 
1% minocycline

Study 2
Oral minocycline

Daily minocycline dose 10 mg 1-2 mg/kg (mean 1.25)

Adverse cutaneous 
effects

None None

Hematologic and chem 
panel alterations

None None

Plasma minocycline 
(ng/ml)

None detected Mean 524

Range 309-997

Tissue minocycline Not evaluated None detected

Reduction of P acnes Mean 91% Not evaluated

Reduction of lesions Not evaluated Mean 88%

LIMITATIONS: Although often used as a clinical study mea-
sure, ef�cacy in terms of P acnes reduction in this 4-week study 
may not translate to effective acne lesion reduction in a longer 
study or clinical use. Other limitations include small sample size 
and short study duration.
CONCLUSION: Daily application of BPX-01 1% topical mi-
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nocycline gel for 4 weeks was well tolerated and resulted in 
a statistically signi�cant reduction in P acnes bacteria with no 
detectable minocycline in the plasma. Prior observations indi-
cate that BPX-01 was effectively delivered into the piloseba-
ceous units and this was con�rmed by the reduction in P acnes 
counts without evidence of systemic exposure. Conversely, 
daily administration of oral minocycline for the same period of 
time resulted in high circulating levels of minocycline but none 
detectable in tissue. Based on these two foundational studies, 
we have initiated a 12-week multi-center, randomized, double 
blind, vehicle-controlled dose �nding study with BPX-01 for 
acne where the ef�cacy endpoints will include reduction in le-
sion counts and IGA score. 
CORRESPONDENCE: AnnaMarie Daniels; amdaniels@bio-
pharmx.com.
DISCLOSURES: AM Daniels is an employee and owns stock 
in BioPharmX, Inc.
FUNDING/SUPPORT: The study was funded by BioPharmX, 
Inc.

PA-08: Calcipotriol plus betamethasone dipropionate 
aerosol foam is effective in patients with moderate to 
severe psoriasis: post-hoc analysis of the PSO-ABLE 
study

Paul C,1 Leonardi C,2 Menter A,3 Reich K,4 Stein Gold L,5 
Warren RB,6 Møller A,7 Lebwohl M8

1Paul Sabatier University and Larrey Hospital, Toulouse, France.
2 Saint Louis University School of Medicine, St Louis, Missouri, 
USA.

3Baylor University Medical Center, Dallas, Texas , USA.
4Dermatologikum Hamburg, Hamburg, Germany.
5Henry Ford Health System, Detroit, Michigan, USA.
6 Dermatology Centre, University of Manchester, Manchester, 
United Kingdom.

7LEO Pharma A/S, Ballerup, Denmark.
 8 Icahn School of Medicine at Mount Sinai, New York, New York, 

USA.

BACKGROUND: Aerosol foam �xed combination calcipotriol 
50 μg/g (Cal) plus betamethasone 0.5 mg/g (BD) is a new topi-
cal treatment for psoriasis. Most treatment guidelines consider 
topicals alone to be ineffective for patients with severe psoria-
sis, although they can be used in combination with systemic 
treatment. The PSO-ABLE study in patients with mild to severe 
psoriasis demonstrated superior ef�cacy of Cal/BD foam vs 
Cal/BD gel, with similar tolerability (NCT02132936). 
OBJECTIVE: The objective of this post-hoc analysis was to as-
sess Cal/BD foam and gel in patients with moderate to severe 
psoriasis.
METHODS: PSO-ABLE was a Phase III, 12-week study in which 
patients aged ≥18 years and with 2–30% body surface area (ie 
trunk and/or limbs; BSA) affected by psoriasis were random-
ized 4:4:1:1 to once-daily Cal/BD foam (n = 185), gel (n = 188), 
foam vehicle (n = 47) or gel vehicle (n = 43). For this analysis, 
moderate to severe psoriasis was de�ned based on the ‘Rule 

of Tens’ (Finlay. Br J Dermatol 2005): BSA ≥10% or modi�ed 
psoriasis area and severity index (excluding the head; mPASI) 
score >10 or Dermatology Life-Quality Index (DLQI) score >10. 
Endpoints included: proportion of patients achieving ≥75% or 
≥90% reduction in mPASI; amount of product used; change in 
BSA; proportion of patients who were clear/almost clear with a 
≥2 grade improvement according to the physician’s global as-
sessment of disease severity (ie ‘treatment success’); change 
in DLQI; time to achieve a DLQI of 0/1 (ie no impact on the 
patient’s life). No imputation of missing values was performed.
RESULTS: 77 Cal/BD foam patients and 82 Cal/BD gel patients 
had moderate to severe psoriasis; baseline demographics and 
disease characteristics were comparable. A greater proportion 
of patients achieved mPASI75 and mPASI90 with Cal/BD foam 
than gel at weeks 4, 8 and 12 (Table). The overall reduction in 
mPASI from baseline to week 12 was 67% with Cal/BD foam 
and 58% with gel. The mean amount of Cal/BD foam used over 
the 12-week study was 28g, compared with 23g of gel; most of 
the greater usage occurred in the �rst 6 weeks. The overall re-
duction from baseline to week 12 in BSA was 50% with Cal/BD 
foam and 39% with gel. Treatment success rates were higher 
with Cal/BD foam than gel and a greater proportion achieved 
DLQI 0/1 at weeks 4, 8 and 12 (Table). Median time to DLQI 0/1 
was 8 weeks with Cal/BD foam, but could not be determined 
for gel.

Table. Proportion of patients achieving ef�cacy 
endpoints

Week 4, 
%

Week 8, 
%

Week 12, 
%

mPASI75 Cal/BD foam 40 53 59

Cal/BD gel 18 23 38

mPASI90 Cal/BD foam 12 27 17

Cal/BD gel 3 9 13

Treatment 
success

Cal/BD foam 32 36 38

Cal/BD gel 19 17 32

DLQI 0/1 Cal/BD foam 34 43 56

Cal/BD gel 14 28 29

CONCLUSION: Cal/BD foam has shown effectiveness in pa-
tients with moderate to severe psoriasis and may provide an 
alternative treatment option in these patients. The superior ef-
�cacy of Cal/BD foam over Cal/BD gel is maintained for up to 
12 weeks in this patient population.
CORRESPONDENCE: Linda Stein Gold, MD; lstein1@hfhs.
org.
DISCLOSURES: C Paul: AbbVie (consultant), Amgen (inves-
tigator, consultant), Celgene (consultant), Eli Lilly (consultant), 
GSK (advisory board), Janssen (consultant), LEO Pharma 
(consultant), Novartis (consultant), P�zer (consultant), Pierre 
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Member for Abbvie, Amgen, Boehringer-Ingelheim, Dermira, Eli 
Lilly, Janssen, Leo, P�zer, Sandoz, and UCB and Vitae. Type 
of compensation: Honoraria. Investigator for Actavis, Abbvie, 
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pensation: Other Financial Bene�t (Fee for Service). Speaker 
bureau for Abbvie, Celgene, Novartis and Eli Lilly. Type of com-
pensation: Honoraria. A Menter: Advisor for AbbVie, Allergan, 
Amgen, Boehringer Ingelheim, Eli Lilly, Janssen Biotech, Inc, 
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vartis, P�zer, Vitae, and Xenoport. Speaker for Abbvie, Amgen, 
Janssen Biotech, Inc, LEO Pharma Inc Investigator for Abbvie, 
Allergan, Amgen, Boehringer Ingelheim, Eli-Lilly, Janssen Bio-
tech, Inc, LEO Pharma Inc, Merck, Neothetics, Novartis, P�zer, 
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(advisor, speaker, author, research, consultant), Amgen (advi-
sor, research), Biogen (advisor, author, research), Boehringer-
Ingelheim (advisor, research, consultant), Celgene (advisor, 
speaker, author, research), Covagen (speaker, research, con-
sultant), Forward Pharma (advisor, author, research, patent/
stockholder, consultant), GlaxoSmithKline (author, research), 
Janssen-Cilag (advisor, speaker, author, research, consultant), 
LEO Pharma Inc (advisor, speaker, author, research, consul-
tant), Eli Lilly (advisor, speaker, author, research, consultant), 
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Corp (speaker, research), Novartis (advisor, speaker, author, 
research), P�zer (advisor), Regeneron (advisor, research), Take-
da (advisor, research), UCB Pharma (advisor, speaker, author, 
research, consultant), Xenoport (advisor, consultant). L Stein 
Gold: Eli Lilly (advisory board), LEO Pharma (advisory board, 
research support), Novartis (research support), P�zer (adviso-
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search support). R Warren: Advisor for Abbvie, Almirall, Amgen, 
Boehringer-Ingelheim, Celgene, Eli Lilly, Janssen, Novartis, 
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PA-09: Crisaborole topical ointment, 2%, demonstrates 
improvement in the quality of life of patients with mild to 
moderate atopic dermatitis 
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Feldman SR,7 Silverberg JI,2 Chamlin SL,8 Zane LT9
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4 University of Colorado School of Medicine, Denver, Colorado, 
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7 Wake Forest School of Medicine, Winston-Salem, North Caro-
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9Anacor Pharmaceuticals, Inc, Palo Alto, California, USA.  

BACKGROUND: Atopic dermatitis (AD) is a chronic in�amma-
tory skin disease affecting children and adults that presents 
with eczematous lesions and intense pruritus. The chronic and 
visible nature of AD often results in psychological comorbidities 
and psychosocial dif�culties and has substantial impact on the 
quality of life (QoL) and �nances of families and caregivers of 
patients with AD. Crisaborole Topical Ointment, 2%, an investi-
gational, nonsteroidal, anti-in�ammatory, phosphodiesterase 4 
inhibitor, is being evaluated for the treatment of mild to moder-
ate AD. 
OBJECTIVE: Evaluate the impact of crisaborole on QoL in 2 
identically designed, multicenter, double-blind, vehicle-con-
trolled Phase 3 studies (AD-301, AD-302) in AD patients ≥2 
years old.
METHODS: Patients ≥2 years old with mild to moderate AD 
were randomly assigned 2:1 to receive crisaborole:vehicle oint-
ment twice daily, with QoL evaluations at baseline and end of 
treatment (day 29). The QoL of patients 2-15 years old was as-
sessed using the validated Children’s Dermatology Life Quality 
Index (CDLQI), and the Dermatology Life Quality Index (DLQI) 
was used to assess patients ≥16 years old. The validated Der-
matitis Family Impact Questionnaire (DFI) was used to assess 
the QoL of parents/caregivers and family of patients 2-17 years 
old. Each questionnaire consists of 10 questions graded from 
0/“not at all” to 3/“very much,” with a maximum possible score 
of 30 and higher scores representing worse QoL. 
RESULTS: Signi�cantly greater mean improvement in QoL was 
observed in crisaborole-treated children at day 29 than in ve-
hicle-treated children (mean change from baseline, crisaborole 
vs vehicle: –4.6 vs –3.0; P < .001). Patients ≥16 years old treat-
ed with crisaborole showed signi�cantly greater reduction in 
mean score at day 29 (mean change from baseline, crisaborole 
vs vehicle: –5.2 vs –3.5; P = .016). The QoL of family/parents/
caregivers also showed greater improvement from baseline for 
crisaborole-treated than vehicle-treated patients 2-17 years old 
(mean change from baseline, crisaborole vs vehicle: –3.7 vs 
–2.7; P = .003). 
LIMITATIONS: QoL measures were prede�ned additional end-
points; therefore, the study was not powered to detect a differ-
ence in these measures.
CONCLUSION: Crisaborole treatment resulted in greater im-
provement in the QoL of children and adults with AD and in 
improvement in QoL for their parents/caregivers and families. 
These �ndings, based on prede�ned additional endpoints, sug-
gest that crisaborole may be a promising novel topical AD treat-
ment that can reduce burden of disease and improve QoL of 
patients with mild to moderate AD.
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from Eli Lily, grants from AbbVie, grants and personal fees 
from MedImmune, grants from Novartis, outside the submit-
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honorarium for Anacor/P�zer. M Boguniewicz reports grants 
from Anacor, during the conduct of the study. S Feldman re-
ports grants from Anacor, during the conduct of the study; 
personal fees from Anacor, outside the submitted work. JI Sil-
verberg is a consultant and advisory board member of Anaco; 
has received personal fees from Abbvie, Eli Lilly, Medimmune, 
P&G, Puricore, Regeneron-Sano� and P�zer. L Eichenfeld is 
a consultant and Investigator for Anacor Pharmaceuticals. SL 
Chamlin reports other from Anacor Pharmaceuticals, outside 
the submitted work. LT Zane is an employee of, and stock 
holder in, Anacor Pharmaceuticals. Anacor was acquired by 
P�zer in June of 2016.

PA-10: Early relief of pruritus in atopic dermatitis with 
crisaborole, a nonsteroidal, topical, phosphodiesterase 4 
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USA. 

4 Northwestern University Feinberg School of Medicine, Chi-
cago, Illinois, USA.

5Anacor Pharmaceuticals, Inc, Palo Alto, California, USA.

BACKGROUND: Atopic dermatitis (AD), a chronic in�amma-
tory skin disease, commonly presents with eczematous lesions 
and intense pruritus. Control of pruritus is an important part of 
treatment to reduce disease exacerbation and improve quality 
of life. Crisaborole Topical Ointment, 2%, a novel, nonsteroidal, 
topical, phosphodiesterase 4 inhibitor, is being investigated for 
the treatment of mild to moderate AD. In two Phase 3 studies, 
patients ≥2 years old treated with crisaborole ointment met the 
primary endpoint of improvement of global AD severity. 
OBJECTIVE: Analyze the impact of crisaborole on early relief of 
pruritus in the two Phase 3 studies.
METHODS: Patients were randomly assigned 2:1 to receive 
crisaborole:vehicle ointment twice daily for 28 days. Success 
in the Investigator’s Static Global Assessment (ISGA), the pri-

mary endpoint, was de�ned as clear (0) or almost clear (1), with 
a ≥2-grade improvement from baseline (BL). Exploratory end-
points, pruritus and other signs and symptoms of AD, were an-
alyzed on separate 4-point scales of none (0) to severe (3), with 
improvement de�ned as none (0) or mild (1), with a ≥1-grade 
improvement from BL. Early improvement in pruritus was de-
�ned as achievement of improvement by day 6. 
RESULTS: Compared with vehicle-treated patients, signi�-
cantly more crisaborole-treated patients experienced early 
improvement in pruritus (56.6% vs 39.5%; P < .001), with sig-
ni�cant improvement seen at �rst analysis (48 hours, 34.3% vs 
27.3%; P = .013). Crisaborole treatment increased the likeli-
hood of early improvement in pruritus, regardless of pruritus 
severity at BL (odds ratio [OR], mild: 2.038, P = .008; moderate: 
1.926, P = .002; severe: 2.045, P = .001). Early improvement in 
pruritus with crisaborole treatment was signi�cantly associated 
with achievement of improvement in global disease severity by 
day 29, assessed as success in ISGA (OR, 1.821; P = .016), 
and with an ISGA score of clear or almost clear (OR, 1.960; P < 
.001). Crisaborole-treated patients who had early improvement 
in pruritus were also signi�cantly more likely to experience im-
provement in all signs and symptoms of AD by day 29 (OR, 
erythema: 1.766, P = .002; exudation: 1.868, P = .004; excoria-
tion: 1.434, P = .038; induration/papulation: 1.669, P = .004; 
licheni�cation: 1.836, P = .001). 
LIMITATIONS: The results are derived from a post hoc pooled 
analysis. 
CONCLUSION: Regardless of BL pruritus severity, a greater 
proportion of crisaborole-treated patients experienced early 
relief of pruritus, which was associated with improvement in 
global disease severity and in all signs and symptoms of AD. 
These �ndings indicate that crisaborole can provide rapid relief 
of pruritus, the primary symptom of AD, and that it may be a 
promising, novel, topical AD treatment.
CORRESPONDENCE: Jonathan Silverberg; jonathanisilver-
berg@gmail.com.
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PA-11: Ease of use and con�dence with auto-injector to 
administer ixekizumab in a phase 3 trial evaluated with 
subcutaneous administration assessment questionnaire 
(SQAAQ)

Bagel J,1 Duf�n KC,2 Bukhalo M,3 Bobonich M,4 Gill A,5 
Zhao F,5 Pangallo BA,5 Shuler C,5 Shrom D,5 Solotkin KC5-
PRESENTER ONLY, Vincent M5

1 Psoriasis Treatment Center of Central New Jersey, Windsor, 
New Jersey, USA.

2 Department of Dermatology, University of Utah, Salt Lake City, 
Utah, USA.

3 Altman Dermatology Associates, Arlington Heights, Illinois, 
USA.

4Case Western Reserve University, Cleveland, Ohio, USA.
5Eli Lilly and Company, Indianapolis, Indiana, USA.

BACKGROUND: Many biologic agents are available as self-
administered subcutaneous injections. In order for patients/
caregivers to feel con�dent in their ability to administer therapy, 
an injection device should be easy to use. Ixekizumab (IXE) is a 
high-af�nity monoclonal antibody that selectively targets inter-
leukin (IL)-17A and is approved for the treatment of psoriasis. 
OBJECTIVE: The objective of this study was to report the us-
ability, and patient-reported experience of IXE delivered via 
auto-injector.
METHODS: This was an analysis of the 12-week, open-label 
period of a phase 3 trial in patients with moderate to severe 
psoriasis who were randomly assigned to an injection device 
(auto-injector or pre�lled syringe). Presented here are analyses 
of the patients in the auto-injector group. The starting dose of 
IXE was 160 mg at Week 0, followed by 80 mg every 2 weeks. 
Patients or caregivers reported their experiences injecting with 
the auto-injector at weeks 0, 4, and 8 using the Subcutaneous 
Administration Assessment Questionnaire (SQAAQ), a 12-item 
questionnaire that provides an assessment of ease of use and 
con�dence using a device to administer a subcutaneous injec-
tion of drug using a 7-point Likert scale ranging from “Strongly 
Disagree” to “Strongly Agree.” Observed data are reported. 
RESULTS: Of the 102 patients in the auto-injector group, 94 
completed the 12-week period. At Week 0 over 90% of pa-
tients/caregivers agreed/strongly agreed with each of the items 
on the SQAAQ and at Week 8 over 95% agreed or strongly 
agreed with each item. Among the items, over 90% of patients/
caregivers reported that they agreed/strongly agreed that the 
auto-injector was “overall, easy to use,” “easy to learn how 
to use,” and that they were “con�dent my dose is complete” 
based on SQAAQ responses at Weeks 0, 4, and 8. Overall the 
safety and ef�cacy pro�le was consistent with what has previ-
ously been reported. There were no serious adverse events or 
discontinuations associated with using the device. Mean per-
cent improvement in PASI at Week 12 was 88% (LOCF). 
LIMITATIONS: This was a small study. 
CONCLUSION: The vast majority of patients and caregivers 
who used the auto-injector reported on the SQAAQ question-
naire that the device was overall easy to use and that they were 

con�dent in using the device when using it for the �rst time at 
Week 0. IXE delivered via an auto-injector had similar ef�cacy 
and safety �ndings as observed in the clinical trials for ixeki-
zumab. 
CORRESPONDENCE: Kathleen C Solotkin; solotkin_
kathleen_c@lilly.com.
DISCLOSURES: J Bagel is a speaker and/or conducts re-
search and receives honoraria from Jannsen, AbbVie, Novartis, 
Celgene, Leo Pharma, and Boehringer Ingelheim. KC Duf�n re-
ceives grant/research support from Amgen, Eli Lilly and Com-
pany, Janssen, Stiefel, AbbVie, Bristol-Myers Squibb, Celgene, 
Novartis, and Xenopart; is a consultant and receives honoraria 
from Amgen, Eli Lilly and Company, Janssen, Stiefel, AbbVie, 
Bristol-Myers Squibb, Celgene, P�zer, Novartis, and Xenoport; 
and is a member of Scienti�c Advisory Board and receives hon-
oraria from Novartis, Eli Lilly and Company, Janssen, Celgene, 
P�zer, and Xenoport. M Bukhalo and M Bobonich are consul-
tants for Eli Lilly and Company and miscellaneous pharma. A 
Gill, F Zhao, BA Pangallo, C Shuler, D Shrom, KC Solotkin, and 
M Vincent are employees and minor stockholders of Eli Lilly 
and Company. 
FUNDING SUPPORT: The study was supported by Eli Lilly and 
Company.

PA-12: Ef�cacy and safety of continuous ixekizumab 
treatment for 60 weeks in moderate to severe plaque 
psoriasis: results from the UNCOVER-3 trial

Blauvelt A,1 Papp KA,2 Langley RG,3 Luger T,4 Ohtsuki M,5

Leonardi CL,6 Reich K,7 Zhang L,8 Ball S,8 Solotkin KC8-
PRESENTER ONLY, Gordon KB9

1Oregon Medical Research Center, Portland, Oregon, USA.
2 K Papp Clinical Research and Probity Medical Research, Wa-
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University, Halifax, Nova Scotia, Canada.

4 Department of Dermatology, University of Münster, Münster, 
Germany.

5 Department of Dermatology, Jichi Medical University, Shimot-
suke-shi, Japan.

6 Department of Dermatology, Saint Louis University School of 
Medicine, St. Louis, Missouri, USA.

7 SCIderm Research Institute and Dermatologikum Hamburg, 
Hamburg, Germany.

8 Lilly Research Laboratories, Eli Lilly and Company, Indianapo-
lis, Indiana, USA.

9 Department of Dermatology, Northwestern University Feinberg 
School of Medicine, Chicago, Illinois, USA.

BACKGROUND: Ixekizumab is a high-af�nity monoclonal anti-
body that selectively targets interleukin (IL)-17A.1
OBJECTIVE: To describe the 60-week ef�cacy and safety of 
continuous ixekizumab treatment in patients with moderate to 
severe plaque psoriasis. 
METHODS: UNCOVER-3 is a Phase 3, placebo- and active-
controlled trial in which patients were randomized in an induc-
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tion period to placebo (n = 193), etanercept 50 mg twice weekly 
(n = 382), or 80 mg ixekizumab every 4 weeks (n = 386) or 
2 weeks (n = 385) after an initial 160 mg starting dose. After 
12 weeks, all patients entered into open-label treatment with 
ixekizumab Q4W. Disease severity was assessed using the 
static Physician Global Assessment (sPGA) and Psoriasis Area 
Severity Index (PASI). Data from patients continuously treated 
with ixekizumab from Week 0 to Week 60 were summarized 
using descriptive statistics with nonresponder imputation for 
missing data.
RESULTS: At Week 12, 722 ixekizumab-treated patients con-
tinued with open-label Q4W treatment. At Week 60, the PASI 
75, 90, and 100 response rates were 87%, 78%, and 57%, re-
spectively, and the sPGA 0,1 (complete clearance or minimal 
severity) response rate was 79%. The long-term safety and tol-
erability pro�le was similar to the induction period.1
LIMITATIONS: These data are from a single study relatively 
short in duration. Additional data are required to establish long-
term ef�cacy and safety. 
CONCLUSION: Continuous ixekizumab therapy over 60 weeks 
was highly ef�cacious and well tolerated in treating plaque pso-
riasis.
REFERENCES: 
1. Grif�ths CE, Reich K, Lebwohl M, et al. Comparison of ixekizumab with 

etanercept or placebo in moderate to severe psoriasis (UNCOVER-2 
and UNCOVER-3): results from two phase 3 randomised trials. Lancet. 
2015;386(9993):541-551. doi: 10.1016/S0140-6736(15)60125-8.
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Mundipharma; and Eli Lilly and Company. M Ohtsuki has been 
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Leo, Sandoz, UCB, and P�zer; and has served on the speaker’s 
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PA-13: Ef�cacy and safety of guselkumab, an anti-
interleukin-23 monoclonal antibody, compared with 
adalimumab for the continuous treatment of moderate to 
severe psoriasis in the phase 3 VOYAGE 1 trial 
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2Clinical Research and Probity Research, Inc, Waterloo, Canada.
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4Janssen R & D, LLC, Spring House, Pennsylvania, USA.
5 Department of Dermatology, University of Pennsylvania School 
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6 Department of Dermatology, Harvard Medical School, Boston, 
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BACKGROUND: Guselkumab (GUS) is an IL-23 blocker being 
developed for the treatment of moderate to severe psoriasis. 
OBJECTIVE: To compare the ef�cacy and safety of GUS with 
adalimumab (ADA) and placebo (PBO) in patients treated 
through one year.
METHODS: VOYAGE 1 is a phase 3, randomized, double-
blind, PBO- and active comparator-controlled trial. Eligible pa-
tients (age ≥18 years) had plaque psoriasis for ≥6 months, an 
IGA score ≥3, a PASI score ≥12, and BSA involvement ≥10%, 
and were candidates for systemic therapy or phototherapy. At 
baseline, 837 patients were randomized to either PBO at weeks 
0/4/12 then GUS 100 mg at weeks 16/20, and q8 week through 
week 44 (n = 174); GUS 100 mg at weeks 0/4/12, and q8wk 
through wk44 (n = 329); or ADA 80 mg at week 0, 40 mg at 
week 1, and 40 mg q2 week through week 47 (n = 334). The 
coprimary endpoints were the proportions of GUS vs PBO pa-
tients achieving cleared/minimal disease (IGA 0/1) and 90% im-
provement in PASI score (PASI 90) at week 16. Other endpoints 

v35i4 abstracts.indd   115 11/14/16   11:34 AM



S116  Seminars in Cutaneous Medicine and Surgery, Vol. 35, December 2016 (Supplement 7)

SCIENTIFIC ABSTRACTS

included the proportions of GUS vs ADA patients achieving IGA 
0/1, IGA 0, PASI 90, and PASI 100 at weeks 16/24/48, and a 
DLQI score of 0/1, indicating no impact of psoriasis on HRQoL 
at weeks 24/48. Safety was monitored through week 48.  
RESULTS: Signi�cantly higher (P < .001) proportions of pa-
tients in GUS vs PBO group achieved IGA 0/1 (85.1% vs 6.9%) 
and PASI90 (73.3% vs 2.9%) at week 16. GUS was also supe-
rior to ADA based on the proportions of patients achieving IGA 
0/1 (85.1% vs 65.9%) and PASI90 (73.3%vs49.7%) at week16 
(P < .001). Likewise, signi�cantly higher (P < .001) proportions 
of patients achieved responses to GUS vs ADA, respectively, 
at wk24: IGA 0 (52.6% vs 29.3%), IGA 0/1 (84.2% vs 61.7%), 
PASI100 (44.4% vs 24.9%), and PASI90 (80.2% vs 53.0%). Cor-
responding response rates at week 48 were: IGA 0 (50.5% vs 
25.7%), IGA 0/1 (80.5% vs 55.4%), PASI100 (47.4% vs 23.4%), 
and PASI90 (76.3% vs 47.9%), all, P < .001. The proportion of 
patients with a DLQI score of 0/1 among GUS vs ADA patients 
was 60.9% vs 39.5% at week 24 and 62.5% vs 38.9% at week 
48 (both, P < .001). Through week 48, adverse events occurred 
in 73.9% and 74.5% of GUS and ADA patients, respectively; 
serious adverse event rates were also similar for the GUS and 
ADA groups (4.9% vs 4.5%). Serious infections occurred in 2 
GUS patients and 3 ADA patients. Two malignancies (prostate 
and breast) occurred in the GUS group. One myocardial infarc-
tion occurred in each active treatment group. 
CONCLUSION: GUS was superior to ADA in treating moderate 
to severe psoriasis, and was well tolerated, through one year 
of treatment.
CORRESPONDENCE: Andrew Blauvelt; ABlauvelt@oregon-
medicalresearch.com.
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PA-14: Ef�cacy of “interferon alpha-2a combined with 
PUVA” compared with “PUVA monotherapy” in various 
stages of mycosis fungoides (MF)

Khan Mohammad Beigi P,1 Niyyati SS2,3

1NWM Medical Clinic, North Vancouver, British Columbia, Canada.
2University of British Columbia, Vancouver, Canada. 
3Tehran University of Medical Sciences, Tehran, Iran.

BACKGROUND: Mycosis fungoides (MF) is the most com-
mon form of cutaneous T-cell lymphoma (CTCL). Various 
types of skin directed therapy, immunotherapy, and systemic 
treatments have been used to induce remission of MF. Even 

though phototherapy has been recognized as one of the most 
effective treatment methods during the early phases of MF, it 
does not seem to as effective for long-term remission when 
used solely. The use of interferon as an effective immunother-
apy in the treatment of MF could be considered as an adjunc-
tive therapy.
OBJECTIVE: To determine and compare the ef�cacy of the 
two treatment methods, one being PUVA monotherapy and the 
other being PUVA combined with Interferon alpha-2a.
METHODS: This study examined 150 patients diagnosed with 
Mycosis Fungoides by the means of biopsy, who were either 
treated with PUVA alone or PUVA and Interfron 2A at Razi Der-
matology Hospital during the years of September 2005 to Au-
gust 2015. Data related to the number of treatment courses, 
response to treatment, and side effects were all collected. Pa-
tients from both treatment groups were followed-up every two 
to three weeks during phototherapy for a period fo 24 months; 
and the treatment results of each follow were compared be-
tween the two groups starting from the �rst treatment period.
RESULTS: From the 150 patients with T-cell lymphoma, 56% of 
them were in the PUVA alone treatment group and 44% were in 
PUVA+INF group. Most of the patients were at primary stages 
of the disease (stage IA (28%) and stage IB (28%)). In PUVA 
alone treatment group, all patients at stage IA had complete or 
partial remission. However, patients at stages III or IVA did not 
respond to treatment. In PUVA+INF group, all patients at stage 
IA had complete or partial remission but similar to PUVA alone 
group, patients at stages III or IVA did not respond to treatment. 
Complete remission was found in 78.6% of patients at stage IA, 
57.1% of stage IB, and 75% of stage IIA. Partial remission was 
documented in 21.4% of patients at stage IA, 28.6% of stage 
IB, and 25% of stage IIA. 66.7% of patients at stage III and 
75% of individuals at stage IVA did not respond to treatment 
(P = .007). Complete and overall remissions showed no signi�-
cant difference based on the type of treatment in Kaplan-Meier 
method and log rank test.
CONCLUSION: This study found that PUVA alone and the 
combination of PUVA with Interferon are both effective in pa-
tients with MF, especially at the early stages of the disease. 
Also, there is no statistical signi�cant difference between these 
two types of treatment at early stages of MF.
DISCLOSURES: P Khan Mohammad Beigi and SS Niyyati 
have nothing to disclose.

PA-15: Fixed combination calcipotriene/betamethasone 
dipropionate aerosol foam has greater ef�cacy and similar 
tolerability versus topical suspension in patients with 
psoriasis vulgaris (phase 3 PSO-ABLE study)

Paul C,1 Stein Gold L,2 Cambazard F,3 Kalb RE,4 Lowson D,5 
Bang B,5 Grif�ths CEM6

1Paul Sabatier University and Larrey Hospital, Toulouse, France.
2Henry Ford Health System, Detroit, Michigan, USA.
3Université Jean Monnet, Saint-Etienne, France.
4State University of New York, Buffalo, New York, USA.
5LEO Pharma A/S, Ballerup, Denmark.

v35i4 abstracts.indd   116 11/14/16   11:34 AM



Vol. 35, December 2016, Seminars in Cutaneous Medicine and Surgery (Supplement 7)  S117

SCIENTIFIC ABSTRACTS

6 Dermatology Centre, University of Manchester, Manchester, 
United Kingdom. 

BACKGROUND: An innovative aerosol foam formulation of 
�xed-combination calcipotriene 0.005% (Cal)/betamethasone 
dipropionate 0.064% (BD) has been developed to improve topi-
cal psoriasis treatment. In the PSO-ABLE study, ef�cacy and 
safety of Cal/BD aerosol foam were compared vs Cal/BD topi-
cal suspension (susp) and vehicle formulations. 
OBJECTIVE: Patient preferences and treatment convenience 
were also evaluated. Here we present the ef�cacy and safety 
data.
METHODS: PSO-ABLE was a phase 3, investigator-blinded 
study (NCT02132936). Patients (pts) aged ≥18 years with mild-
severe psoriasis vulgaris (trunk and/or limbs) were randomized 
4:4:1:1 to once-daily Cal/BD foam, Cal/BD susp, foam vehicle, 
or susp vehicle for up to 12 weeks (wks). The primary ef�cacy 
end point was treatment success (de�ned as the proportion of 
pts who achieved clear/almost clear with a ≥2-step improve-
ment, according to the Physician’s Global Assessment of dis-
ease severity) at wk 4 for Cal/BD foam vs wk 8 for Cal/BD susp, 
as per proposed and approved FDA labels, respectively. Other 
end points were the proportion of pts achieving ≥75% reduction 
in the Psoriasis Area and Severity Index (PASl-75) and the time 
to treatment success (TTTS). Safety was monitored throughout.
RESULTS: In total, 463 pts were randomized to treatments: 
Cal/BD foam (n = 185), Cal/BD susp (n = 188), foam vehicle (n = 
47), or susp vehicle (n = 43). Mean age was 54.1 years. Signi�-
cantly more Cal/BD foam-treated pts achieved treatment suc-
cess at wk 4 vs Cal/BD susp-treated pts at wk 8 (38% vs 23%; 
odds ratio [OR] = 2.6; 95% Cl: 1.5, 4.5; P < .001). 52% of Cal/
BO foam-treated pts achieved PASl-75 at wk 4 vs 35% of Cal/
BD susp-treated pts at wk 8 (OR = 2.2; 95% Cl: 1.4, 3.5; P < 
.001; vehicles: 0% foam; 8% susp). Median TTTS with Cal/BD 
foam was 6 wks; this could not be determined for Cal/BD susp, 
as 50% treatment success was not achieved within 12 wks. 
Adverse event (AE) frequency at 12 wks was similar for Cal/BD 
foam (42%) and Cal/BD susp (45%); most common was upper 
respiratory tract infection (n = 5; 2.7% and n = 9; 4.8%, respec-
tively). For both active treatments, 2% of pts withdrew because 
of AEs. Adverse drug reactions (ie, described as causally re-
lated to treatment) were reported in 14 pts (8%) using Cal/BD 
foam and 7 pts (4%) using Cal/BD susp; all were single events 
except itch (Cal/BD foam, n = 5; 3%) and worsening psoriasis 
(Cal/BD susp, n = 3; 2%).
LIMITATIONS: Psoriasis was limited to the trunk and/or limbs 
in this study
CONCLUSION: Treatment with 4 weeks of Cal/BD aerosol 
foam showed superior ef�cacy compared with 8 wks of Cal/BD 
susp, with a similar tolerability pro�le.
CORRESPONDENCE: Linda Stein Gold, MD; lstein1@hfhs.
org.
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patients treated with brodalumab: results from 
AMAGINE-1
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4 Department of Dermatology, University Clinics of Hamburg, 
Hamburg, Germany.

5Amgen Inc, Thousand Oaks, California, USA.

BACKGROUND: Brodalumab, an IL-17RA monoclonal anti-
body, was ef�cacious in phase 2 and phase 3 trials in patients 
with moderate to severe plaque psoriasis as determined by 
sPGA and PASI results. 
OBJECTIVE: To evaluate the effect of brodalumab on the 
Psoriasis Symptom Inventory [PSI, an 8-item patient-reported 
outcome instrument measuring itch, redness, scaling, burn-
ing, stinging, cracking, �aking, and pain (PSI total scores range 
from 0 to 32)]; the Dermatology Life Quality Index (DLQI); and 
treatment satisfaction.
METHODS: Data from a double-blind, placebo-controlled, ran-
domized trial in moderate to severe plaque psoriasis patients 
were analyzed (AMAGINE-1). Patients were randomized in the 
induction phase to receive brodalumab 210 mg or 140 mg or 
placebo q2w. Outcomes at week 12 included the percentages 
of patients achieving PSI responder de�nition (total score ≤8 
with no item score >1); PSI total score=0 (not at all severe on all 
signs and symptoms); improvement of ≥5 on DLQI from base-
line; DLQI score of 0/1; different degrees of satisfaction with 
treatment. For DLQI and PSI, percentages were compared using 
Cochran-Mantel-Haenszel model, adjusting for baseline strati�-
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cation factors and dichotomized baseline values. Nonresponder 
imputation was used for the binary outcomes. Treatment satis-
faction was compared using ordinal logistic regression adjusting 
for the baseline strati�cation factors, and worst-case imputation 
was used. Outcomes, including PSI and DLQI, were also ex-
amined among the 4 brodalumab maintenance regimens in the 
withdrawal/retreatment phase. At week 12, patients receiving 
brodalumab who achieved sPGA 0 or 1 were rerandomized to 
placebo or induction dose; patients randomized to brodalumab 
with sPGA ≥2 or placebo received brodalumab 210 mg. Patients 
with return of disease (sPGA ≥3 at or after week 16) quali�ed for 
retreatment with their induction dose of brodalumab. 
RESULTS: Baseline PSI and DLQI scores were similar across 
groups. At week 12, signi�cantly greater percentages of patients 
treated with brodalumab achieved improvements ≥5 on DLQI; 
DLQI=0/1; PSI responder de�nition; and PSI=0, compared with 
placebo (all, P < .001). A signi�cantly greater percentage of 
patients on brodalumab dosages had better treatment satis-
faction compared with placebo (P < .001). At week 12, the fol-
lowing proportions of patients in placebo (n = 220), brodalumab 
140 mg (n = 219), and 210 mg (n = 222) treatment groups were 
PSI responders: 4.1%, 53.0%, and 60.8%, respectively; 0.5%, 
17.4%, and 21.6% had PSI total score=0; 5.0%, 42.9%, and 
55.9% had DLQI 0/1; 21.6%, 73.8%, and 83.6% had DLQI im-
provement ≥5 (all, P < .001 vs placebo). The maintenance of 
PSI and DLQI responses were evaluated during the withdrawal 
phase. The proportions of PSI responders at week 52 by in-
duction/withdrawal phase treatment assignment, respectively, 
were: brodalumab 140 mg/placebo (n = 59): 3.4%; 140 mg/140 
mg (n = 57): 54.4%; brodalumab 210 mg/placebo (n = 84): 0%; 
210 mg/210 mg (n = 83): 69.9%. The proportion of patients 
with DLQI 0/1 at week 52 was: brodalumab 140 mg/placebo (n 
= 59): 1.7%; 140 mg/140 mg (n = 57): 59.6%; brodalumab 210 
mg/placebo (n = 84): 0%; 210 mg/210 mg (n = 83): 74.7%.
LIMITATIONS: Results of these analyses were based on a con-
trolled clinical study population and may not be generalizable 
to the broader populations of patients with psoriasis.
CONCLUSION: Results indicate that brodalumab signi�cantly 
improved patient-reported outcomes in patients with moderate 
to severe plaque psoriasis.
CORRESPONDENCE: Bruce Strober, MD; brucestrober30@
me.com.
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BACKGROUND: In moderate to severe psoriasis, long-term 
treatment is usually required to achieve adequate control of 
disease activity. 
OBJECTIVE: This publication analyzes the safety of ixekizum-
ab (IXE), a high-af�nity monoclonal antibody that selectively 
targets interleukin (IL)-17A and is approved for treatment of pa-
tients with psoriasis.
METHODS: Treatment-emergent adverse event (TEAE) and 
serious adverse event (SAE) data were integrated from the 
induction period of 3 randomized, controlled trials [RCTs] (0-
12 weeks), the maintenance period of 2 of the 3 RCTs with a 
randomized withdrawal design (12-60 weeks), and all patients 
exposed to IXE from all 7 psoriasis trials (controlled and un-
controlled). For the induction period, patients with moderate 
to severe psoriasis were randomized to IXE every 2 (IXE Q2W; 
N = 1167) or 4 weeks (IXE Q4W; N = 1161) after a 160 mg 
starting dose, etanercept (ETN) (50 mg biweekly; n = 739), or 
placebo (PBO) (n = 791). The maintenance period included IXE-
treated patients who had an sPGA 0,1 at Week 12 (responders) 
who then were re-randomized to IXE Q4W (n = 416), IXE every 
12 weeks (IXE Q12W, n = 408), or PBO/withdrawal group (N = 
402). The group of all patients exposed to IXE (N = 4209) ac-
counted for 6480 patient-years (PY) of exposure. Comparison 
of induction and maintenance periods was descriptive.
RESULTS: During the induction period, the frequency of any 
TEAE was higher in Total IXE (58.6%), IXE Q2W (58.4%), IXE 
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Q4W (58.8%), and ETN (54.0%) compared to PBO (46.8%). 
Most TEAEs were mild or moderate. The frequency of AEs re-
ported as severe, SAEs, and discontinuations due to AEs did 
not differ among treatment groups. During the maintenance 
period, the exposure-adjusted incidence rate (IR – per hun-
dred patient-years) of TEAEs was lower for IXE Q4W patients 
than for the PBO/withdrawal group (IR: PBO, 123.8; IXE Q12W, 
106.2; IXE Q4W, 95.6), with no signi�cant difference observed 
between the IXE Q12W and IXE Q4W groups. The IR of TEAEs 
was lower during the maintenance phase than during the in-
duction phase among patients who received continued dosing 
on IXE Q4W (99.3 and 256.8, respectively). Among all patients 
exposed to IXE, the exposure adjusted IR of TEAEs was 54.4. 
Most TEAEs were mild or moderate.
LIMITATIONS: Comparison to ETN was only for 12 weeks.
CONCLUSION: IXE had a safety pro�le that was similar to ETN 
during the induction period. The overall incidence of AEs in the 
Q2W and Q4W dosing regimens were similar. The IR for AEs 
decreased over time with continued IXE treatment.
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BACKGROUND: There is evidence that response rates to a 
biologic therapy may be lower in patients who have had pre-
vious exposure to other biologic therapies.1 Ixekizumab (IXE) 
is a high-af�nity monoclonal antibody that selectively targets 
interleukin (IL)-17A and is approved for treating patients with 
moderate to severe psoriasis. 
OBJECTIVE: In this integrated analysis, we evaluated the ef�-
cacy of IXE compared to etanercept (ETN) in patients who have 
or have not had previous exposure to biologic therapy.
METHODS: Data were integrated from the 12-week induction 
phase of 2 Phase 3 trials. Patients were randomized to one of 
the following treatment groups: IXE 80 mg every 2 weeks (IXE 
Q2W; N = 736) or 4 weeks (IXE Q4W; N = 733) following a 160 
mg starting dose, ETN 50 mg twice weekly (N = 740), or pla-
cebo (PBO; N = 361). Psoriasis Area and Severity Index (PASI) 
75, 90, and 100 response rates and Itch Numeric Rating Scale 
(NRS) were evaluated at Week 12 in subgroups of patients with 
or without previous exposure to biologic therapy. Treatment ef-
fects within each subgroup were assessed using the Cochran-
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Mantel-Haenszel test strati�ed by study; missing values were 
imputed as nonresponse.
RESULTS: In this analysis, 497 (19.3%) patients had prior ex-
posure to biologic therapy and 2073 (80.7%) were naïve to 
biologic therapy. PASI 75 was achieved by 91.5% (biologic-ex-
perienced) and 87.7% (biologic-naïve) of patients treated with 
IXE Q2W, 76.2% and 82.2% treated with IXE Q4W compared to 
34.6% and 50.7% treated with ETN, respectively. PASI 90 was 
achieved by 76.1% (biologic-experienced) and 67.7% (biolog-
ic-naïve) of patients treated with IXE Q2W, 55.2% and 64.4% 
treated with IXE Q4W, and 13.2% and 24.3% treated with ETN. 
PASI 100 was achieved by 47.2% (biologic-experienced) and 
37.0% (biologic-naïve) of patients treated with IXE Q2W, 25.2% 
and 34.9% treated with IXE Q4W, and 3.7% and 7.0% treated 
with ETN (P < .001 for all comparison between IXE and ETN). At 
least 4 points of reduction in Itch NRS were achieved by 82.4% 
(biologic-experienced) and 84.1% (biologic-naïve) of patients 
from the IXE Q2W arm, 80.3% and 77.9% from the IXE Q4W 
arm, and 55.0% and 62.4% from the ETN arm.
LIMITATIONS: Reasons for discontinuation of prior biologic 
therapy were not systematic.
CONCLUSION: In this integrated analysis across 2 phase 3 tri-
als, both doses of IXE were signi�cantly superior to ETN for 
biologic-naïve and biologic-experienced patients. The IXE Q2W 
dosing regimen consistently provided greater ef�cacy relative 
to the IXE Q4W dosing regimen.
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BACKGROUND: Long-term topical treatment is often re-
quired for atopic dermatitis (AD), a chronic in�ammatory skin 
disease. Topical therapeutic options in the United States 
have advanced little in the past 15 years and are associated 
with potential safety concerns. Crisaborole, a novel topical, 
nonsteroidal, anti-in�ammatory phosphodiesterase 4 (PDE4) 
inhibitor, is being investigated for the treatment of mild to 
moderate AD to address the need for a safe and targeted 
long-term treatment.
OBJECTIVE: To evaluate the long-term safety results of an 
open-label extension study of crisaborole in patients ≥2 years 
of age with mild to moderate AD. 
METHODS: Patients who opted to continue treatment after 
completing a 28-day Phase 3 pivotal study (AD-301, AD-302) 
were enrolled in an open-label, multicenter, 48-week safety 
study (AD-303, N = 517). Every 4 weeks, patients were as-
sessed for global AD severity and treated as needed (Investiga-
tor’s Static Global Assessment ≥2 [mild]) with 4-week cycles of 
crisaborole. Safety measures included assessment of adverse 
events (AEs), serious adverse events (SAEs), physical examina-
tion, vital signs, and clinical laboratory results. 
RESULTS: During the pivotal studies and the open-label extension 
study, 65% of patients reported at least 1 treatment-emergent ad-
verse event (TEAE); most were considered unrelated to treatment 
(93.1%) and were mild (51.2%) or moderate (44.6%). Analysis of 
TEAEs across four 12-week periods showed that the frequency 
and the severity of TEAEs were well balanced over time, demon-
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strating a favorable safety pro�le for long-term treatment of crisa-
borole. Overall, 10.2% of patients reported treatment-related AEs; 
the most frequently reported events were atopic dermatitis (3.1%), 
application site pain (2.3%), and application site infection (1.2%). 
In the extension study, none of the 7 reported treatment-emergent 
SAEs were considered related to treatment. Only 9 patients (1.7%) 
discontinued the extension study because of TEAEs. There were 
no reports of cutaneous adverse reactions such as telangiectasia 
or application site atrophy.
LIMITATIONS: Long-term ef�cacy was not analyzed.
CONCLUSION: A favorable safety pro�le was demonstrated for 
long-term use of crisaborole for treatment of patients with AD.
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BACKGROUND: Psoriasis is a chronic, immune-mediated dis-
ease characterized by thick, scaly plaques. It has a debilitating 
effect on quality of life with higher risk for anxiety and depres-
sion. The interkeukin-17 (IL-17) pathway plays an important 
role in the disease pathogenesis. Brodalumab, a fully human 
interleukin-17 receptor A (IL-17RA) monoclonal antibody, has 

demonstrated ef�cacy in phase 2 and phase 3 trials in patients 
with moderate to severe plaque psoriasis. 
OBJECTIVE: To investigate the maintenance of ef�cacy of bro-
dalumab in subjects with moderate or severe plaque psoriasis. 
METHODS: Three multicenter, randomized, double-blind 
studies in moderate to severe psoriasis (N = 4632, safety 
population); two were ustekinumab-controlled. AMAGINE-1: 
Following a 12-week brodalumab or placebo induction phase 
subjects were rerandomized to brodalumab (210mg Q2W, 
140mg Q2W) or placebo. AMAGINE-2 and -3: Following a 
12-week brodalumab, ustekinumab or placebo induction 
phase subjects were rerandomized to brodalumab (210mg 
Q2W, 140mg Q2W, 140mg Q4W, 140mg Q8W) or remained on 
ustekinumab for a further 40 weeks. Maintenance of ef�cacy 
was assessed by the proportion of subjects who achieved 
static Physician’s Global Assessment (sPGA) success (0 or 
1), and those with Psoriasis Area and Severity Index (PASI) 
response (PASI 100) at week 52.
RESULTS: AMAGINE-1: 75.7% and 53.9% of subjects 
achieved sPGA success (clear or almost clear) at week 12 
with brodalumab 210mg Q2W and 140mg Q2W, respectively. 
83.1% and 70.2% of subjects rerandomized to continue with 
brodalumab 210mg Q2W or 140mg Q2W respectively achieved 
sPGA success at week 52, compared with 0% and 5% of sub-
jects respectively who were rerandomized to placebo (both, P 
< .001). AMAGINE-2 and AMAGINE-3: At week 12, 79.9% of 
subjects treated with brodalumab 210mg Q2W achieved sPGA 
success compared with 61.2% on ustekinumab, and 41.6% 
achieved PASI 100 compared with 20.7% on ustekinumab. 
At week 52, 64.9% of subjects on constant dose brodalumab 
210mg Q2W achieved sPGA success compared with 45.3% on 
ustekinumab, and 51.0% achieved PASI 100 compared with 
28.1% on ustekinumab (both P < .001).
CONCLUSION: The signi�cant improvements in clinical out-
comes seen with brodalumab treatment were maintained 
through week 52 with continued treatment. Results with bro-
dalumab 210mg Q2W were signi�cantly superior compared to 
ustekinumab. 
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BACKGROUND: The Phase 3 PSO-ABLE study (NCT02132936) 
demonstrated superior ef�cacy with �xed-combination calci-
potriene 0.005% (Cal)/betamethasone dipropionate 0.064% 
(BD) aerosol foam at wk 4 vs Cal/BD topical suspension (susp) 
at wk 8, with comparable safety up to wk 12, in patients (pts) 
with mild to severe psoriasis of the body. 
OBJECTIVE: Changes in health-related quality of life (HRQoL) 
are presented here.
METHODS: Pts assessed HRQoL using the Dermatology Life-
Quality Index (DLQI) and generic EQ-5D questionnaires at 
baseline and at wks 4, 8, and 12. A DLQI score of 0 (range, 0 to 
30) and an EQ-5D utility score of 1 (weighted range, –0.594 to 
1) indicated perfect health. The proportion of pts who achieved 
a DLQI score of 0/1 (no/low impairment) was also determined.
RESULTS: In total, 463 pts were randomized (4:4:1:1) to treat-
ment: once-daily Cal/BD foam (n = 185), Cal/BD susp (n = 188), 
foam vehicle (n = 47), or susp vehicle (n = 43). Mean baseline 
DLQI scores were 7.0 (Cal/BD foam), 7.9 (Cal/BD susp), 7.0 

(foam vehicle), and 9.3 (susp vehicle), indicating moderate im-
pact on HRQoL. DLQI scores improved by wk 12 in all groups; 
the mean change in DLQI score at wk 4 was signi�cantly greater 
with Cal/BD foam than with Cal/BD susp (–4.3 vs –3.8; adj diff, 
–1.0; P = .005); differences were not signi�cant at wk 8 (–4.5 
vs –4.4; adj diff, –0.7; P = .075) or wk 12 (–4.6 vs –4.3; adj diff, 
–0.8; P = .069). DLQI score improvements were signi�cantly 
greater with both active treatments vs their respective vehicles 
at each time point (P < .05). Signi�cantly more pts using Cal/
BD foam than Cal/BD susp achieved DLQI scores of 0/1 at wk 
4 (46% vs 32%; P = .013) and wk 12 (61% vs 44%; P =.003), 
with a nonsigni�cant difference at wk 8 (54% vs 43%; P = .060). 
Mean baseline EQ-5D utility scores were 0.80 (Cal/BD foam), 
0.82 (Cal/BD susp), 0.82 (foam vehicle), and 0.77 (susp vehicle). 
At wk 4, a signi�cantly greater improvement in mean EQ-5D 
utility score was seen with Cal/BD foam vs Cal/BD susp (0.09 
vs 0.03; adj diff, 0.05; P < .001). From weekk 8, improvements 
in utility scores for both Cal/BD formulations were comparable 
(wk 8: 0.08 vs 0.05; adj diff, 0.03; P = .06; wk 12: 0.07 vs 0.05; 
adj diff, 0.02; P = .2). Both active treatments produced signi�-
cantly greater week 4 improvements in EQ-5D utility scores vs 
their respective vehicles (P < .05).
LIMITATIONS: Studies evaluating patient-reported outcomes 
in routine clinical practice may yield different results from those 
in clinical trials where patient populations are generally more 
homogenous.
CONCLUSION: In PSO-ABLE, Cal/BD aerosol foam improved 
HRQoL more rapidly than Cal/BD topical suspension in pts with 
psoriasis vulgaris.
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spondylitis: data from 14 Phase 2 and Phase 3 clinical 
studies

Schreiber S,1 Sands BE,2 Deodhar A,3 Baeten D,4 Huang J,5

Gandhi K,5 Karyekar C,5 Fox T,6 Gaillez C6

1Christian-Albrechts-Universität, Kiel, Germany.
2Mount Sinai Hospital, New York, New York, USA.
3Oregon Health & Science University, Portland, Oregon, USA.
4 Academic Medical Center / University of Amsterdam, Amster-
dam, Netherlands.

5 Novartis Pharmaceuticals Corporation, East Hanover, New Jer-
sey, USA.

6Novartis Pharma AG, Basel, Switzerland.

BACKGROUND: Secukinumab, a fully human anti–interleu-
kin (IL)-17A inhibitor, has been evaluated and approved for 
the treatment of moderate to severe psoriasis, active psoriatic 
arthritis (PsA), and active ankylosing spondylitis (AS). In�am-
matory bowel disease, including Crohn’s disease (CD) and ul-
cerative colitis (UC), is commonly associated with psoriasis, 
PsA, and AS.1,2 The risk of CD in psoriasis is approximately 
2–4-fold higher than that in the general population,1,3,4 occur-
ring at a rate of up to 0.25 cases per 100 patient-years.4 CD 
has been reported at a rate of 0.06 cases per 100 patient-years 
among patients with PsA,3 and 0.7 cases per 100 patient-years 
among placebo-treated patients in AS trials.5 Endoscopic sub-
clinical in�ammation occurs in up to 50% of patients with AS.2
OBJECTIVE: This pooled analysis was conducted to assess 
the incidence of CD and UC among secukinumab-treated pa-
tients in the psoriasis, PsA, and AS clinical trial programs.
METHODS: This analysis included data from 10 Phase 2 and 
Phase 3 studies in moderate to severe psoriasis, two Phase 3 
studies in active PsA, and two Phase 3 studies in active AS, 
pooled by indication. Most studies included short-term pla-
cebo-treatment arms. One psoriasis study included an etan-
ercept active-comparator arm. Patients with prior history of, 
but not active, in�ammatory bowel disease could be enrolled. 
Study durations varied; data from all patients receiving ≥1 
secukinumab dose up to the Week (Wk) 52 (psoriasis studies) 
or Wk 112 visit were included. Data are reported as crude fre-
quency rates (%) in the short-term (Wk 12 in psoriasis studies 
and Wk 16 in the PsA/AS studies) and as exposure-adjusted 
incidence rates (per 100 patient-years) over the entire treat-
ment period.
RESULTS: Overall, 3430, 974, and 571 patients received ≥1 
secukinumab dose in the psoriasis, PsA, and AS studies, re-
spectively. Adverse events of CD or UC were reported infre-
quently amongst secukinumab-treated patients in both the 
short-term (CD: 0%-0.5%; UC: 0%-0.3%) and long-term (CD: 
0.07-0.77 cases per 100 patient-years; UC: 0.14-0.29 cases 
per 100 patient-years) treatment periods. Rates of CD and 
UC were similar across the psoriasis (CD: 0.11 cases per 100 
patient-years; UC: 0.15 cases per 100 patient-years) and PsA 

(CD: 0.07 cases per 100 patient-years; UC: 0.14 cases per 
100 patient-years) cohorts. Rates with secukinumab were 
also similar to those seen with etanercept in patients with 
psoriasis: CD: 0.11 versus 0 cases per 100 patient-years; UC: 
0.15 versus 0.34 cases per 100 patient-years. Across all indi-
cations, there was no dose dependency with respect to the 
incidence of CD or UC with secukinumab treatment, and no 
pattern in time to onset.
CONCLUSION: Events of CD and UC in the 14 clinical stud-
ies were reported infrequently in secukinumab-treated patients 
with psoriasis, PsA, or AS; rates were similar across the pso-
riasis and PsA cohorts. Exposure-adjusted incidence rates 
of CD and UC observed in secukinumab-treated patients are 
consistent with those reported in the literature for patients with 
psoriasis, PsA, and AS. 
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BACKGROUND & OBJECTIVE: The aim of this analysis from 
the 2 phase 3 PIONEER trials in patients (pts) with hidradenitis 
suppurativa (HS) was to determine if various pt demographic 
and baseline characteristics had an impact on the ef�cacy and 
the overall safety pro�le of originator adalimumab weekly dos-
ing (ADAew).
METHODS: The 2 PIONEER studies had similar designs: a 
randomized, double-blind period comparing the safety and ef-
�cacy of ADAew vs placebo (PBO) at 12 weeks (Period A), fol-
lowed by a randomized, double-blind period evaluating safety 
and ef�cacy over 24-weeks (Period B). This analysis reports 
results from select, pre-speci�ed pt subgroups that were iden-
ti�ed from baseline demographics and pt characteristics. The 
primary ef�cacy variable, Hidradenitis Suppurativa Clincal Re-
sponse (HiSCR) at week 12 and treatment-emergent adverse 
events (AEs) in Period A were analyzed from pooled data of 
the 2 studies for each subgroup. HiSCR was de�ned as ≥50% 
reduction in the total abscess and in�ammatory nodule (AN) 
count with no increase in abscess count and no increase in 
draining �stula count relative to baseline.
RESULTS: 317 (PBO) and 316 (ADAew) pts were included in the 
integrated ef�cacy analysis. Baseline characteristics were bal-
anced among subgroups, except that the majority of pts were 
<40 years of age (65.4%) and female (65.9%). A signi�cantly 
higher HiSCR rate for ADAew vs PBO was observed in every 
subgroup, except in the BMI >40 kg/m2 and the history of prior 
HS surgery subgroups, where subgroup sizes were very small.
CONCLUSION: In each patient subgroup except the BMI >40 
kg/m2 and the prior history of HS surgery subgroups, a sig-
ni�cantly higher percentage of pts receiving ADAew vs PBO 
achieved HiSCR after 12 weeks of treatment. No safety signals 
were identi�ed following ADAew treatment for 12 weeks.
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Table. Achievement of HiSCR at week 12 (Period A) 
by patient subgroups

Sub-
groups

PBO ADAew

N % N %

Hurley Stage 

  II 171 57 (33.3) 168 90 (53.6)**

  III 146 28 (19.2) 148 70 (47.3)**

Age, years

  <40 197 54 (27.4) 217 106 (48.8)**

  ≥40 120 31 (25.8) 99 54( 54.5)**

Sex

  Male 99 21 (21.2) 117 56 (47.9)**

  Female 218 64 (29.4) 199 104 (52.3)**

BMI, kg/m2 (median)

  <25 39 16 (41.0) 60 37 (61.7)*

  25 to <30 74 20 (27.0) 73 35 (47.9)*

  30 to <40 139 33 (23.7) 138 71 (51.4)**

  ≥40 63 15 (23.8) 44 17 (38.6)

Duration of HS, years (median)

  <9.18 153 47 (30.7) 163 81 (49.7)**

  ≥9.18 164 38 (23.2) 153 79 (51.6)**

Prior surgery

  No 286 74 (25.9) 268 134 (50.0)**

  Yes 31 11 (35.5) 48 26 (54.2)

High-sensitivity C-reactive protein,a mg/L (median)

  <8.40 150 50 (33.3) 158 98 (62.0)**

  ≥8.40 164 34 (20.7) 157 61 (38.9)**

AN count (median)

  <9 142 47 (33.1) 141 73 (51.8)**

  ≥9 175 38 (21.7) 175 87 (49.7)**

aMissing data: 3 PBO, 1 ADAew. **P < .001; *P < .05. Non-responder 
imputation. 

315 PBO and 316 ADAew pts were included in the integrated safety 
analysis (2 pts randomized to PBO but not dosed, were excluded). AEs 
reported by pts receiving PBO vs ADAew were: 64.4% vs 55.4% (any AE; 
signi�cantly fewer in ADAew vs PBO, P < .05); 3.5% vs 1.9% (serious AEs), 
and 0.6% vs 0.6% (serious infections). 
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BACKGROUND: For patients with psoriasis, rapid onset of 
clinical improvement is one of the most important attributes of 
treatment success.1 In addition, it has been demonstrated that 
clinical improvement observed early during treatment has predic-
tive value for subsequent clinical response at later time points.2 
OBJECTIVE: In this analysis, we evaluated the speed of onset 
of clinical improvement in psoriasis patients treated with ixeki-
zumab (IXE), a high-af�nity monoclonal antibody that selective-
ly targets interleukin (IL)-17A, compared with placebo and the 
active comparator, etanercept (ETN).
METHODS: Combining data from the 12-week Induction 
Phase of UNCOVER-2 and UNCOVER-3, 2570 patients with 
moderate to severe plaque psoriasis were randomized to re-
ceive placebo (PBO, n = 361), high-dose ETN (50 mg bi-week-
ly, n = 740), or a single 80 mg subcutaneous injection of IXE 
once every 2 weeks (IXE Q2W, n = 736) or every 4 weeks (IXE 
Q4W, n = 733) after receiving a 160 mg initial dose at Week 
0. Mean percentage improvement was analyzed by MMRM 
and response rates by Cochran-Mantel-Haenszel test, where 
missing data were imputed using nonresponse. Time to 
PASI 75 was estimated using the Kaplan-Meier product limit  
methodology.
RESULTS: Signi�cant differences in mean percent change from 
baseline (improvement) in the PASI were observed between the 
IXE treatment groups compared with PBO and ETN as early as 
Week 1 (P < .001) with mean (SE) % improvements of 32.7 (0.76) 
in IXE Q2W, 33.6 (0.76) in IXE Q4W, 5.31 (1.08) in PBO, and 10.3 
(0.76) in ETN. At Week 2, the mean percent improvement was 
53.7 (0.86) in IXE Q2W, 53.3 (0.86) in IXE Q4W, 9.25 (1.23) in PBO, 
and 23.3 (0.86) in ETN. At Week 1, the PASI 50 response rate was 
22.8% in the IXE Q2W and 26.6% in IXE Q4W compared with 
1.4% in PBO (P < .001) and 3.9% in ETN (P < .001), and at Week 
2, the PASI 50 response rate was 58.8% in the IXE Q2W and 
57.6% in IXE Q4W compared to 4.2% in PBO (P < .001), and 
14.6% in ETN (P < .001). Median time (95% CI) to PASI 75 was 
31 (30,55) days in the IXE Q4W group, 30 (29,43) days in the IXE 
Q2W group, and 85 (85,87) days for the ETN group.
LIMITATIONS: This analysis was performed using 2 clinical tri-

als and results may not be generalizable to a larger population 
or other active comparators. 
CONCLUSION: IXE treatment resulted in clinically meaningful 
improvements (PASI 50) observed as early as Week 1, which 
were statistically signi�cantly different compared with ETN and 
PBO. At least 50% of patients had a PASI 75 after approxi-
mately 4 weeks of IXE treatment.
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BACKGROUND: Ingenol disoxate (IngDsx, LEO 43204) is a 
novel ingenol derivative selected for improved biologic and 
thermostability properties compared with ingenol mebutate. 
OBJECTIVE: This Phase II trial investigated the safety and 
ef�cacy of a 3-day �eld treatment with IngDsx in patients 
with actinic keratosis (AK) on face/chest (F/C), scalp (S) and 
trunk/extremities. Here we report on the F/C and S treatment 
groups.
METHODS: Open label, parallel group, 8-week trial evaluat-
ing IngDsx gel applied once daily for 3 consecutive days to 
full face/approximately 250 cm2 on the chest (IngDsx 0.018%, 
F/C) or 25–250 cm2 on the scalp (IngDsx 0.037%, S). Local 
Skin Responses (LSRs) (6 components: erythema, �aking/
scaling, crusting, swelling, pustulation/vesiculation and ero-
sion/ulceration) were assessed on a scale from 0 to 4, yield-
ing a max composite score of 24. LSRs and adverse events 
(AEs) were assessed on Day 1, 4, 8, Week 2, 4 and 8. Ef�cacy 
(by AK Count) and photo-damage outcome were assessed at 
Week 8. Patients completed a Cosmetic Outcome question-
naire and Treatment Satisfaction Questionnaire for Medication 
at Week 8.
RESULTS: 63 patients were included in each treatment group: 
95% (F/C) and 98% (S) completed the 3-day treatment. The me-
dian age was 64 (F/C) and 68 (S) years; 63% (F/C) and 98% (S) 
were men, 98% were white; 95% had Fitzpatrick skin type I-III; 
the median history of AK was 7 (F/C) and 10 (S) years. At baseline, 
the median number of clinically typical AKs in the treatment area 
was 10 (F/C) and 11 (S). Mean composite LSR score peaked at 
Day 4 (10.5 (F/C) and 10.4 (S)), rapidly declined and reached mild 
levels at Week 2. The treatments were well tolerated; the most 
common AEs were application site pain (including burning) (44% 
[F/C] / 54% [S]) and pruritus (29% (F/C) / 37% [S]). There were 
no treatment-related serious adverse events. The reduction in 
AK count at week 8 was 79% (F/C) and 76% (S). Complete clear-
ance was achieved in 37% (F/C) and 40% (S) of patients. Global 
photo-damage outcome Investigator assessment showed im-
provement for 66% (F/C) and 69% (S) of patients. More than 
2/3 of patients reported “Much improved” cosmetic outcomes. 
Global treatment satisfaction was high overall.
LIMITATIONS: open-label, non-randomized trial.
CONCLUSION: A 3-day �eld therapy of AK with 0.018% In-
gDsx on full face or a large area on the chest and 0.037% 
ingenol disoxate on the balding scalp was considered well tol-
erated based on LSRs and the AE pro�le. The treatments dem-
onstrated clinically relevant ef�cacy and were associated with a 
good cosmetic outcome and high global treatment satisfaction. 
CORRESPONDENCE: Daniel M Siegel; cyberderm@dermsurg.
org .
DISCLOSURES: DM Siegel reports personal fees from LEO 
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intellectual property rights from Dantech Systems and Else-
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cals International, no compensation from Clearpath Solutions 
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Pharma, outside the submitted work. ML Østerdal is an em-
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Corporation, Medimetriks Pharmaceuticals, Inc, Merz Phar-
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Sensus Healthcare, Smith & Nephew, Sol-Gel Technologies, 
Stiefel a GSK company, and Valeant Pharmaceuticals Inter-
national, grants/research funding from Actavis, Allergan, Inc, 
Anacor Pharmaceuticals, Inc, Dusa Pharmaceuticals, Inc, Ex-
eltis, Galderma Laboratories, LP, LEO Pharma A/S, Tigercat 
Pharma, Inc, stock or stock options from Berg Pharma, LLC, 
CHS Pharma, Dermira, Dr Tattoff, Klara/Goderma, Inc, Ocu-
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PA-26: Safety and pharmacokinetics of ingenol disoxate 
gel administered under maximum use conditions to 
patients with actinic keratosis

Lain E,1 Skov T,2 Hall A2

1Austin Institute for Clinical Research, P�ugerville, Texas, USA.
2LEO Pharma A/S, Ballerup, Denmark.

BACKGROUND: Ingenol disoxate (IngDsx, LEO 43204) is a 
novel ingenol derivative in phase III development for the �eld 
treatment of actinic keratosis (AK) in areas up to 250 cm2. 
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OBJECTIVE: This Phase 1 trial investigated the pharmacoki-
netics of IngDsx under maximum use conditions in patients 
with AK on the face, arm and scalp.
METHODS: This was an open-label, uncontrolled, non-random-
ized multi-center trial of IngDsx applied to patients with AK in 
the upper end of disease severity, de�ned as ≥15 clinically typi-
cal, visible discrete actinic keratoses in the treatment areas. The 
trial included three treatment groups: IngDsx gel 0.018% on the 
full face, IngDsx gel 0.1% on approximately 250 cm2 of the arm, 
and IngDsx gel 0.037% on approximately 250 cm2 of the bald-
ing scalp. Treatment was applied at the investigator clinics once 
daily for 3 consecutive days. Patients were followed for 2 weeks. 
Adverse events (AEs) and serious adverse events (SAEs) were 
recorded. Six components of local skin responses (LSRs; erythe-
ma, �aking/scaling, crusting, swelling, pustulation/vesiculation, 
and erosion/ulceration) were scored 0–4, yielding a maximum 
composite LSR score of 24. Pharmacokinetics were evaluated 
using standard non-compartmental analysis.
RESULTS: Systemic exposure of IngDsx was low overall and 
within the subnanomolar range for all treatment groups; 12/15 
patients in the face group, 10/15 patients in scalp group and 
10/20 patients in the arm group had quanti�able IngDsx levels. 
The highest Cmax and AUC values were found in the arm group 
(0.33 nM and 3.12 h*nM, respectively). Time to reach maximal 
plasma concentrations (Tmax) was between 2 h and 24 h post-
dose (average approximately 10 hours). The most common 
treatment-related AEs were application site pain, (reported by 
100%, 89%, and 57% of patients in the scalp, face, and arm 
groups respectively), and application site pruritus, (reported by 
42%, 50%, and 52%, respectively). Two AEs in the face group 
and one in the arm group were rated as severe (application 
site pain and pruritus). There were no SAEs or AEs leading to 
withdrawal, and no clinically signi�cant systemic adverse drug 
reactions. The mean composite LSR score peaked at Day 4 
(scalp, 9.9; face, 9.6; arms, 9.5), rapidly declined, and returned 
to baseline values at Day 15 post-dose. One patient in the face 
group experienced grade 4 erosion/ulceration.
LIMITATIONS: Phase 1 trial with limited sample size, restricting 
the generalizability of �ndings.
CONCLUSION: IngDsx was well tolerated and only present in 
the systemic circulation at subnanomolar levels when given to 
patients with AK under maximal use conditions (areas up to 
250 cm2). 
CORRESPONDENCE: Edward Lain; doctor@atxderm.com.
DISCLOSURES: E Lain reports other from LEO Pharma, out-
side the submitted work. A Hall and T Skov are both employees 
of LEO Pharma A/S. Patrick Grif�n, MSc, of iMed Comms, an 
Ash�eld Company, part of UDG Healthcare plc, provided medi-
cal writing support that was funded by LEO Pharma.
FUNDING/SUPPORT: The trial was sponsored by LEO Pharma 
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PA-27: Safety of adalimumab in pediatric patients with 
polyarticular juvenile idiopathic arthritis, enthesitis-related 
arthritis, psoriasis, and Crohn’s disease

Horneff G,1 Marieke MB,2 Arikan D,3 Kalabic J,4 Anderson 

JK,3 Lazar A,4 Williams DA,3 Wang C,3 Tarzynski-Potempa R,3 
Hyams JS5

1Asklepios Clinic, Sankt Augustin, Germany.
2 Seyger, Radboud University Nijmegen Medical Center,  
Nijmegen, Netherlands.

3AbbVie Inc, North Chicago, Illinois, USA.
4 AbbVie Deutschland GmbH & Co KG, Ludwigshafen,
Germany.

5 Connecticut Children’s Medical Center, Hartford, Connecticut, 
USA.

BACKGROUND: Adalimumab (ADA) is a tumor necrosis factor 
(TNF) inhibitor used for treatment of chronic immune diseases. 
The safety of ADA treatment in pediatric patients (pts) is par-
ticularly important since prolonged treatment for these condi-
tions is often required. The objective of this study is to evaluate 
the safety of ADA, alone or in combination with concomitant 
therapy, in pediatric pts with polyarticular juvenile idiopathic 
arthritis (pJIA), enthesitis-related arthritis (ERA), psoriasis (Ps), 
and Crohn’s disease (CD).
METHODS: Safety data from 6 clinical trials and their open-
label extension studies were analyzed. Pts treated for pJIA 
(NCT00048542, NCT00775437, and NCT00690573) and ERA 
(NCT01166282 [interim week-52 data]) received ADA 24 mg/
m2 body surface area every other week (eow) or 20 mg eow 
(<30 kg) to 40 mg eow (≥30 kg). Pediatric pts treated for Ps 
(NCT01251614) received ADA 0.4 mg/kg (up to 20 mg) or 0.8 
mg/kg (up to 40 mg) at week 0, then eow from week 1. Pedi-
atric pts treated for CD (NCT00409682) received open-label 
ADA induction therapy (160 mg and 80 mg at weeks 0 and 2, 
respectively, if ≥40 kg; 80 mg and 40 mg if <40 kg), followed 
by double-blind maintenance dosing (high dose: 40 mg eow 
if ≥40 kg or 20 mg eow if <40 kg at week 4; low dose: 20 
mg eow if ≥40 kg or 10 mg eow if <40 kg at week 4); weekly 
dosing was allowed for disease �are at week 12 or later; pts 
received high-dose eow or weekly ADA during an open-label 
extension (NCT00686374). Events (E) per 100 pt-years (PY) 
were calculated using adverse events (AEs) reported after 
the �rst ADA study dose through 70 days after the last study 
dose.
RESULTS: The analysis included 577 pediatric pts, represent-
ing 1440.7 PY of ADA exposure (Table). Over 90% of pts across 
indications reported treatment-emergent AEs. Common AEs 
were headache (13.6, 46.9, and 23.4 E/100 PY for pJIA and 
ERA, Ps, and CD, respectively), nasopharyngitis (12.4, 58.4, 
and 15.2 E/100 PY, respectively), and upper respiratory tract 
infection (30.2, 24.7, and 14.8 E/100 PY, respectively). The rates 
of serious AEs (E/100 PY) were 13.5 for pts with pJIA and ERA, 
7.4 for pts with Ps, and 32.2 for pts with CD. One death was 
reported from an accidental fall (pt with Ps). There were no re-
ports of malignancies, demyelinating disorders, pulmonary em-
bolism, reactivation of hepatitis B, Stevens-Johnson syndrome, 
or erythema multiforme.
CONCLUSION: The safety pro�le of ADA in pediatric pts with 
pJIA, ERA, Ps, or CD was similar across indications, and no 
new safety signals speci�c to the pediatric population were 
identi�ed.
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Table. Treatment-emergent adverse events occurring in ≥1% of patients in pediatric adalimumab  
clinical trials

Treatment-Emergent 
Event

pJIA and ERA 
N = 274
Exposure, 
PYs=806.9

Pediatric Ps 
N = 111
Exposure, 
PYs=121.5

Pediatric CD 
N = 192
Exposure, 
PYs=512.3

N (%) Events 
(Events/100 PY)

N (%) Events 
(Events/100 PY)

N (%) Events 
(Events/100 PY)

Any AE 267 (97.4) 4239 (525.3) 100 (90.1) 630 (518.5) 189 (98.4) 2902 (566.5)

Serious AE 67 (24.5) 109 (13.5) 8 (7.2) 9 (7.4) 92 (47.9) 165 (32.2)

AE leading to 
discontinuation of ADA

24 (8.8) 31 (3.8) 3 (2.7) 3 (2.5) 61 (31.8) 77 (15.0)

Severe AE 45 (16.4) 67 (8.3) 17 (15.3) 24 (19.8) 67 (34.9) 114 (22.3)

Drug-related† AE 200 (73.0) 1536 (190.4) 48 (43.2) 176 (144.9) 115 (59.9) 621 (121.2)

Infection 224 (81.8) 1216 (150.7) 82 (73.9) 205 (168.7) 145 (75.5) 676 (132.0)

   Serious infection 21 (7.7) 22 (2.7) 1 (0.9) 1 (0.8) 25 (13.0) 34 (6.6)

    Opportunistic infection 
(excluding tuberculosis 
and oral candidiasis)

0 0 0 0 4 (2.1) 4 (0.8)

   Oral candidiasis 2 (0.7) 2 (0.2) 0 0 4 (2.1) 7 (1.4)

   Tuberculosis 3 (1.1) 3 (0.4) 2 (1.8) 2 (1.6) 1 (0.5) 1 (0.2)

   Active 1 (0.4) 1 (0.1) 0 0 0 0

   Latent 2 (0.7) 2 (0.2) 2 (1.8) 2 (1.6) 1 (0.5) 1 (0.2)

   Parasitic infection 3 (1.1) 5 (0.6) 0 0 1 (0.5) 1 (0.2)

Allergic reaction‡,§ 41 (15.0) 62 (7.7) 7 (6.3) 9 (7.4) 19 (9.9) 25 (4.9)

Intestinal perforation 0 0 0 0 3 (1.6) 3 (0.6)

Intestinal stricture - - - - 6 (3.1) 6 (1.2)

Worsening/new onset of 
psoriasis‡

5 (1.8) 6 (0.7) 10 (9.0) 11 (9.1) 6 (3.1) 7 (1.4)

Hematologic disorders|| 10 (3.6) 16 (2.0) 2 (1.8) 3 (2.5) 27 (14.1) 36 (7.0)

Liver event¶ 5 (1.8) 5 (0.6) 0 0 1 (0.5) 1 (0.2)

Injection site reaction‡ 101 (36.9) 844 (104.6) 11 (9.9) 17 (14.0) 42 (21.9) 104 (20.3)

-, analyzed only in the CD population; ADA, adalimumab; AE, adverse event; CD, Crohn’s disease; ERA, enthesitis-related arthritis; pJIA, polyarticular juvenile 
idiopathic arthritis; Ps, psoriasis; PYs, patient-years.
*The ERA study includes interim week-52 data.
†Investigator assessed as possibly or probably related to study drug.
‡None were serious.
§ Events included hypersensitivity (n = 36), urticaria (n = 27), asthma (n = 16), eye pruritus (n = 3), rash (n = 3), bronchospasm (n = 2), generalized pruritus  

(n = 2), injection site urticaria (n = 2), drug hypersensitivity (n = 1), eyelid edema (n = 1), generalized rash (n = 1), and wheezing (n = 1). One event of 
anaphylactic reaction was reported as an immune system disorder.

|| Events included anemia (n = 24), leukopenia (n = 17), neutropenia (n = 10), lymphopenia (n = 1), macrocytic anemia (n = 1), microcytic anemia (n = 1), and 
pancytopenia (n = 1); 10 events were serious (leukopenia, n = 2 and neutropenia, n = 2 [JIA]; anemia, n = 6 [CD]).

¶ Events included liver disorder (n = 3), hepatotoxicity (n = 1), and hepatocellular injury (n = 1) in the pJIA and ERA group, and 1 serious event of hepatitis in the 
CD group.
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BACKGROUND: Psoriasis is a chronic, immune-mediated dis-
ease characterized by thick, scaly plaques. The interkeukin-17 
(IL-17) pathway plays an important role in the disease patho-
genesis. Brodalumab, a fully human interleukin-17 receptor A 
(IL-17RA) monoclonal antibody, has demonstrated ef�cacy in 
phase 2 and phase 3 trials in patients with moderate to severe 
plaque psoriasis. 
OBJECTIVE: To investigate the safety pro�le of brodalumab in 
patients with moderate to severe plaque psoriasis.
METHODS: Three multicenter, randomized, double-blind stud-

ies in moderate to severe psoriasis (N = 4632, safety popula-
tion); two were ustekinumab-controlled. AMAGINE-1: Following 
a 12-week brodalumab or placebo induction phase subjects 
were rerandomized to brodalumab (210mg Q2W, 140mg Q2W) 
or placebo. AMAGINE-2 and -3: Following a 12-week bro-
dalumab, ustekinumab or placebo induction phase subjects 
were rerandomized to brodalumab (210mg Q2W, 140mg Q2W, 
140mg Q4W, 140mg Q8W) or remained on ustekinumab for a 
further 40 weeks. Adverse events (AEs) were monitored and 
evaluated throughout, with a particular focus on potential risks 
and AEs of interest given brodalumab’s mechanism of action 
(MOA).
RESULTS: The AE pro�le for weeks 12-52 was similar to the 
induction phase, with no apparent brodalumab dose effect; 
nasopharyngitis, upper respiratory tract infection, arthralgia, 
and headache being the most common. Exposure-adjusted 
AE and SAE rates (per 100 patient years) were comparable 
for brodalumab and ustekinumab (401.3; 8.3 and 394.6; 8.5) 
Follow-up adjusted rates of fatal events were 0.4 for both treat-
ments. Rates of AEs of special interest were very low, serious 
infections with brodalumab and ustekinumab were 1.3 and 1.0 
respectively. Fungal infections were more frequent for broda-
lumab than ustekinumab (7.5 versus 4.2) and were primarily 
composed of super�cial skin or mucocutaneous candidiasis. 
Rates for neutropenia were 2.3 and 2.4 respectively, transient in 
nature, and not temporally associated with serious infections. 
Suicidal ideation and behavior (SIB) events were observed with 
both brodalumab and ustekinumab (0.2 and 0.6 respectively), 
with one completed and one indeterminate suicides with bro-
dalumab. The rates of cardiovascular AEs with both brodalum-
ab and ustekinumab were equivalent. The exposure-adjusted 
rates for adjudicated Major Adverse Cardiovascular Events 
(MACE) with brodalumab and ustekinumab were 0.6 and 0.4 
respectively, showed no temporal association or evidence of 
brodalumab dose response, and were comparable to that re-
ported in other trials. 
CONCLUSION: Brodalumab has an acceptable safety pro�le 
comparable to that of ustekinumab through 52 weeks of treat-
ment. SIB remains an important potential risk in any psoriasis 
patient population; the data from these studies does not sup-
port a causal association with brodalumab.
CORRESPONDENCE: Kim A Papp; kapapp@probitymedical.
com.
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Plc, Janssen Pharmaceutica, Kyowa Hakko Kirin Co, Ltd, LEO 
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consultant/speaker/principal investigator for Novartis, consul-
tant/ principal investigator for P�zer, consultant/principal inves-
tigator for Regeneron. JJ Wu received research funding from 
AbbVie, Amgen, AstraZeneca, Boehringer Ingelheim, Coherus 
Biosciences, Dermira, Eli Lilly, Janssen, Merck, Novartis, P�zer, 
Regeneron, Sandoz, and Sun Pharmaceutical Industries; he 
is a consultant for AbbVie, Amgen, Celgene, Dermira, Eli Lilly, 
P�zer, Regeneron, Sun Pharmaceutical Industries, and Valeant 
Pharmaceuticals. S Rastogi, R Israel, and R Pillai are employ-
ees of Valeant Pharmaceuticals 

PA-29: Secukinumab compared to placebo on aortic 
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BACKGROUND: Secukinumab, a human monoclonal antibody 
(mAb) that selectively targets Interleukin (IL)-17A, is ef�cacious 
in the treatment of moderate to severe psoriasis (PSO), with 
a sustained effect and favorable safety pro�le. Research sug-
gests that mediators of in�ammation such as IL-17 may con-
tribute to in�ammatory processes not only in the skin, but in 
adipose tissue, blood vessels, and other organs, and that PSO 
severity directly relates to vascular in�ammation (Naik et al. Ar-
terioscler Thromb Vasc Biol. 2015;35:2667–76). 
OBJECTIVE: To assess the effect of secukinumab on aortic 
vascular in�ammation in patients with moderate to severe 
plaque-type PSO. This abstract presents the study design and 
objectives. 
METHODS: In this randomized, double-blind, placebo-con-
trolled, parallel-group study, approximately 84 adult patients 
with moderate to severe chronic plaque-type PSO (≥10% Body 
Surface Area involvement, Psoriasis Area and Severity Index 
[PASI] score of ≥12 and Investigator’s Global Assessment mod-
i�ed 2011 [IGA mod 2011] 0/1 score of ≥3), will be enrolled 

from approximately 10 centers in the United States. Key exclu-
sion criteria include forms of diagnosed PSO other than chronic 
plaque PSO and previous exposure to an anti–IL-17A biologic. 
Patients will be randomized (1:1) to receive either secukinumab 
300 mg (two self-administered 150 mg s.c. injections via pre-
�lled syringe) or placebo at Baseline, Weeks (Wks) 1, 2, 3, 4 
and 8. All patients will receive secukinumab 300 mg every 4 
weeks from Wks 12–48, with weekly doses from Wks 13-15 
for those switching from placebo. The primary objective is to 
examine the effect of secukinumab compared to placebo on 
aortic vascular in�ammation with respect to the change at Wk 
12 from Baseline in the target (arterial vascular uptake) to back-
ground (venous blood pool) ratio from the aorta as measured 
by [18F]-�uorodeoxyglucose positron emission tomography/
computer tomography. Secondary objectives include change 
at Wk 12 from Baseline in cardiometabolic biomarkers (lipopro-
tein function/composition, measures of in�ammation, adiposity 
and insulin resistance), PASI 75/90/100 and IGA mod 2011 0/1 
response rates and Dermatology Life Quality Index scores. Ex-
ploratory objectives include the equivalent analyses up to Wk 
52. 
CONCLUSION: This study will assess the effect of secukinum-
ab on aortic vascular in�ammation and cardiometabolic 
biomarkers in patients with moderate to severe chronic plaque-
type PSO. 
CORRESPONDENCE: Joel M Gelfand, MD, MSCE; Joel.Gel-
fand@uphs.upenn.edu.
DISCLOSURES: JM Gelfand has received grants and/or hono-
raria for consultancy from AbbVie, AstraZeneca, Celgene, Co-
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P�zer Inc, and Sano�. Research grants (to the Trustees of the 
Univ. Pennsylvania) from AbbVie, Amgen, Eli Lilly, Janssen, No-
vartis Corporation, Regeneron, and P�zer Inc. He was an inves-
tigator for AbbVie, Amgen Inc, Janssen, Novartis Corporation, 
P�zer Inc, and Regeneron. He is a patent holder for resiquimod 
(for T cell lymphoma). J Nyirady and K Siu are employees of 
Novartis Pharmaceuticals Corporation. A Alavi has nothing to 
disclose. NN Mehta is a full-time government employee with 
NHLBI; he has nothing to disclose.
FUNDING/SUPPORT: This research was sponsored by Novar-
tis Pharmaceuticals Corporation.
PREVIOUS PRESENTATION: These results were originally 
presented at the 35th Annual Fall Clinical Dermatology Confer-
ence, Las Vegas, Nevada, USA, October 20–23, 2016.

PA-30: Secukinumab demonstrates sustained high 
ef�cacy and a favorable safety pro�le in moderate to 
severe psoriasis patients through 4 years of treatment 
(extension of SCULPTURE study) 
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Mazur R,5 Milutinovic M,5 Leonardi C7 

1Innovaderm Research, Montreal, Canada.
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5Novartis Pharma AG, Basel, Switzerland,
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BACKGROUND: Secukinumab, a fully human monoclonal an-
tibody that selectively neutralizes interleukin (IL)-17A, has been 
shown to have signi�cant ef�cacy in the treatment of moder-
ate to severe psoriasis and psoriatic arthritis, demonstrating a 
rapid onset of action and sustained responses, with a favorable 
safety pro�le.
OBJECTIVE: This secukinumab analysis is the �rst phase 3 
study of an IL-17A inhibitor evaluating ef�cacy and safety up to 
four years of treatment at the approved dose.
METHODS: In the core SCULPTURE study, Psoriasis Area and 
Severity Index (PASI) 75 responders at Week 12 were random-
ized to a double-blind maintenance treatment of subcutane-
ous secukinumab 300 mg or 150 mg, administered either at a 
4-week �xed-interval (FI) or in a retreatment-as-needed regi-
men. Patients who completed 52 weeks of treatment continued 
into the extension and received the same blinded maintenance 
treatment regimen and dose up to end of Year 3. In the fourth 
year, the study was open label and the treatment was mainly 
self-injected by patients at home; patients attended site visits 
every 12–16 weeks. In this analysis we report PASI 90/100 re-
sponses, absolute PASI ≤1/≤2/≤3 responses, dermatology life 
quality index (DLQI) 0/1 response, and safety/tolerability over 
four years focusing on the 300-mg FI treatment arm. Ef�cacy 
data are reported as observed. Safety was analyzed per year.
RESULTS: Secukinumab 300 mg demonstrated sustained ef�-
cacy over four years of treatment in patients (Baseline [n = 168], 
Year 1 [n = 165], and Year 4 [n = 131]) with moderate to severe 
psoriasis (mean Baseline PASI 23.5 ± 8.8, mean Baseline BSA 
33.1% ± 18.9). Approximately two-thirds of patients had clear 
or almost clear skin (PASI 90) at Year 1 (68.5%), a response 
which was sustained to Year 4 (66.4%). Clear skin (PASI 100) at 
Year 1 (43.8%) was also sustained to Year 4 (43.5%). The medi-
an percentage change in PASI from Baseline to Year 1 (98.4%) 
was maintained to Year 4 (97.8%). PASI ≤1/≤2/≤3 responses 
at Year 1 were 58.6%, 67.9%, and 74.1%, respectively, and 
were 58.8%, 71%, and 77.1%, respectively, at Year 4. DLQI 
0/1 response (representing no impact of skin problems on pa-
tients’ lives) was sustained over four years (72.7% at Year 1 and 
70.8% at Year 4). The safety pro�le of secukinumab remained 
favorable year-on-year up to four years, with no cumulative or 
unexpected safety concerns identi�ed. The most common ad-
verse events were nasopharyngitis and upper respiratory tract 
infection, similar to the pivotal 1-year clinical studies.
CONCLUSION: Secukinumab 300 mg delivered high and sus-
tained levels of skin clearance up to four years in patients with 
moderate to severe psoriasis. Secukinumab also led to high 
and sustained relief from the burden of psoriasis on patients’ 
lives (DLQI 0/1). Favorable safety established in a large phase 
3 program was maintained up to four years, with no increase of 

adverse events year-on-year and no new or unexpected safety 
signals observed.
CORRESPONDENCE: Robert Bissonnette, MD; rbissonnette@
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Dermira, Eli-Lilly, Galderma, GSK-Stiefel, Incyte, Jansen, Leo, 
Novartis, Pharma, Merck, P�zer, and Tribute. T Luger: has re-
ceived honoraria as an advisory board member from AbbVie, 
Amgen, CERIES, Celgene, Clinuvel, La Roche Posay, Jans-
sen-Cilag, P�zer, MEDA Pharma, Galderma, Symrise, Sandoz, 
Mundipharma, Lilly; grants as an investigator from Biogen 
Idec, Janssen-Cilag, MEDA Pharma, P�zer, Wolff; honoraria 
as a speaker/consultant from Novartis, AbbVie, Astellas, Gal-
derma, La Roche Posay, MEDA Pharma, Janssen-Cilag; and 
honoraria as a clinical trial investigator from Novartis, Lilly, 
P�zer, and Janssen-Cilag. D Thaçi: received honoraria as in-
vestigator from: Abbvie, Almiral, Amgen, Astellas, Biogen-Idec, 
Boehringer-Ingelheim, Celgene, Dignity, Elli-Lilly, Forward-
Pharma, GlaxoSmithKline, Leo, Janssen-Cilag, Maruho, MSD, 
Mitsubishi Pharma, Novartis, P�zer, Roche, Sandoz. Received 
honoraria as a consultant from: Abbvie, Biogen-Idec, Celgene, 
Dignity, Maruho, Mitsubishi, Novartis, P�zer, Xenoport. Re-
ceived honoraria as a Scienti�c Advisory Board member from: 
AbbVie, Amgen, Biogen-Idec, Celgene, Eli-Lilly, GSK, P�zer, 
Novartis, Janssen, Mundipharma, and Sandoz. D Toth: received 
honoraria as an advisory board member, investigator and/or 
speaker from: AbbVie, Amgen Inc, Celgene, Eli Lilly and Com-
pany, Galderma, Genentech, Janssen, LEO, Novartis, Pharma, 
Merck, P�zer, and Regeneron. K Letzelter, S Xia, R Mazur, and 
M Milutinovic: are all employees of Novartis. C Leonardi: has 
served as consultant and/or investigator and/or participated in 
a speakers’ bureau for AbbVie, Amgen, Celgene, Dermira, Eli 
Lilly, Galderma, Janssen, Leo Pharma, Merck, Novartis, P�zer, 
Sandoz, Stiefel, and UCB.
FUNDING/SUPPORT: This research was sponsored by Novar-
tis Pharma AG, Basel, Switzerland.
PREVIOUS PRESENTATION: These results were originally pre-
sented at the 25th Annual Congress of the European Academy 
of Dermatology and Venereology, Austria, Vienna, September 
28–October 2, 2016.

PA-31: Secukinumab exhibits a favorable safety pro�le 
during 104 weeks of treatment in subjects with moderate 
to severe plaque psoriasis
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BACKGROUND: Secukinumab, a fully human monoclonal an-
tibody that selectively targets interleukin-17A, is highly ef�ca-
cious in the treatment of moderate to severe psoriasis, starting 
at early time points, with a sustained effect and a favorable 
safety pro�le.
OBJECTIVE: This study is an extension of two secukinumab 
phase 3 studies (ERASURE and FIXTURE) in moderate to se-
vere psoriasis. Here, we evaluated overall safety of secukinum-
ab from Week 52 to Week 104.
METHODS: Subjects were eligible for inclusion in the exten-
sion on completion of either core study with at least a par-
tial response (Psoriasis Area and Severity Index [PASI] ≥50) 
to secukinumab at Week 52. PASI 75 responders in each 
secukinumab dose group were randomized 2:1 to continue the 
same doses of secukinumab (300 mg or 150 mg) or receive pla-
cebo (300 mg to placebo or 150 mg to placebo) every 4 weeks. 
Adverse events (AEs) and AEs of special interest (serious in-
fections, candidiasis, neutropenia, in�ammatory bowel dis-
ease [IBD], malignancy, major adverse cardiovascular events 
[MACE]) were analyzed from Week 52 to Week 104.
RESULTS: At Week 104, AEs were reported in 76.6% and 
70.1% of subjects who received any secukinumab 300-mg 
treatment (300 mg and 300 mg to placebo groups; n = 552) or 
any secukinumab 150-mg treatment (150 mg and 150 mg to 
placebo groups; n = 522), respectively. Infections were the most 
frequent AEs, in both the any secukinumab 300-mg (53.1%) 
and any secukinumab 150-mg (41.6%) treatment groups, with 
nasopharyngitis being the most common infection (24.1% and 
17.0%, respectively). Serious AEs were reported for 5.6% and 
6.3% of subjects receiving any secukinumab 300-mg or 150-
mg dose, respectively. Rates for AEs of special interest at Week 
104 were as follows for any secukinumab 300-mg and 150-
mg dose, respectively: candidiasis (2.5%, 1.5%), neutropenia 
grade ≥2 (3.1%, 2.8%), serious infections (1.3%, 1.1%), IBD 
(0.2%, 0.2%), malignancy (0.4%, 0.8%), and MACE (0.2%, 
0.4%). Treatment-emergent antidrug antibodies (TE-ADA) and 
neutralizing antibodies (NA) were rare (6 [0.5%] subjects had 
TE-ADAs, of whom 2 [0.2%] tested positive for NA) and were 
not associated with loss of secukinumab ef�cacy or issues of 
clinical concern. No deaths and no cases of reactivation of la-
tent tuberculosis were reported.
CONCLUSION: Secukinumab was not associated with new or 
unexpected safety �ndings to Week 104. This analysis of safety 
data supports a favorable safety pro�le of secukinumab up to 
104 weeks in subjects with moderate to severe psoriasis.
CORRESPONDENCE: Christopher EM Grif�ths, MD, FRCP, 
FMedSci; Christopher.Grif�ths@manchester.ac.uk.
DISCLOSURES: CEM Grif�ths has received honoraria and/or 
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Biogen-Idec, Celgene, Centocor, Covagen, Eli Lilly, Forward 
Pharma, GSK, Janssen-Cilag, Leo Pharma, Medac, MSD, No-
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FUNDING/SUPPORT: This research was sponsored by Novar-
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PREVIOUS PRESENTATION: These results were originally 
presented at the 74th Annual Meeting of the American Acad-
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PA-32: Secukinumab improves minimal disease activity 
response rates in patients with active psoriatic arthritis: 
data from the randomized Phase 3 study, FUTURE 2
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Karyekar C,6 Gandhi K6
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5Novartis Pharma AG, Basel, Switzerland.
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BACKGROUND: Minimal disease activity (MDA), a validated 
composite measure in psoriatic arthritis (PsA), is gaining ac-
ceptance as a target for achieving substantial disease control. 
Secukinumab, a fully human interleukin (IL)-17A inhibitor, sig-
ni�cantly improved the signs and symptoms of PsA over 52 
weeks in FUTURE 2. 
OBJECTIVE: This post hoc exploratory analysis assessed 
MDA response rates through 52 weeks.
METHODS: 397 Patients with active PsA were randomized 
to subcutaneous (s.c.) secukinumab (300-mg, 150-mg, or 75-
mg) treatment or placebo at Baseline, Weeks (Wks) 1, 2, and 
3, and every 4 weeks (q4wk) from Wk 4. Placebo-treated pa-
tients were re-randomized to secukinumab 300-mg or 150-mg 
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s.c. treatment q4wk from Wk 16 or 24, depending upon clini-
cal response. Patients were considered in MDA when they met 
≥5 of the following seven criteria: 1) tender joint count ≤1; 2) 
swollen joint count ≤1; 3) Psoriasis Activity and Severity Index 
score ≤1 or psoriasis affecting <3% body surface area at Base-
line; 4) patient pain (Visual Analog Scale for Pain [VAS]) score 
≤15; 5) Patient global disease activity VAS score ≤20; 6) Health 
Assessment Questionnaire-Disability Index score ≤0.5; or 7) 
tender entheseal points ≤1. MDA was assessed in the overall 
population and in patients strati�ed by prior anti–tumor necro-
sis factor (TNF) therapy use (anti–TNF-naïve and inadequate re-
sponse/intolerance to these agents [anti–TNF-IR]) and disease 
duration (≤2 years vs >2 years since diagnosis).
RESULTS: In the overall population, 23/100 (23%) and 27/97 
(28%) patients achieved MDA at Wk 16 with secukinumab 150-
mg and 300-mg treatment, respectively, versus 9/88 (10%) 
patients with placebo; these response rates were sustained 
through Wk 52 (150 mg: 29/88 [33%]; 300 mg: 33/93 [35%]). 
In the anti–TNF-naïve cohort, a higher proportion of patients 
achieved MDA at Wk 16 with secukinumab 150 mg (20/63 
[32%]) or 300 mg (22/65 [34%]) versus placebo (8/58 [14%]), 
with response rates sustained through Wk 52 (150 mg: 23/59 
[39%]; 300 mg: 26/63 [41%]). Lower rates were observed in 
anti–TNF-IR patients (secukinumab vs placebo at Wk 16: 150 
mg, 3/37 [8%]; 300 mg, 5/32 [16%]; placebo, 1/30 [3%]; Wk 
52: 150 mg, 6/29 [21%]; 300 mg, 7/30 [23%]). The proportion 
of patients achieving MDA at Wk 16 and Wk 52 in the overall 
population was greater for those ≤2 years since diagnosis ver-
sus those >2 years since diagnosis for both secukinumab 150-
mg and 300-mg treatment. The proportion of patients achieving 
MDA with secukinumab at Wk 16 was higher in anti–TNF-naïve 
patients with low disease duration versus patients with longer 
disease duration, and higher in the anti–TNF-naïve cohort than 
the anti–TNF-IR cohort at all times.
CONCLUSION: Secukinumab-treated patients had higher 
MDA response rates versus placebo-treated patients at Wk 16, 
with response rates sustained through Wk 52. Response rates 
were consistent with those previously reported with anti–TNF 
therapies in comparable patient populations.1 This study is 
the �rst to report MDA in anti–TNF-IR patients. The �nding that 
greater MDA can be achieved in early anti–TNF- naïve patients 
with PsA warrants further research.
REFERENCES: 
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PA-33: Secukinumab improves scalp pain, itching, 
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BACKGROUND: Scalp psoriasis is a frustrating condition, of-
ten resistant to treatment, and has a signi�cant effect on pa-
tients’ lives. 
OBJECTIVE: We evaluated the effect of secukinumab, a fully 
human anti-IL-17A monoclonal antibody, on scalp pain, itching, 
and scaling and scalp dermatitis–related quality of life (QOL) in 
patients with moderate to severe scalp psoriasis during the �rst 
12 weeks of a 24 week study. 
METHODS: A randomized, double-blind, placebo-controlled, 
parallel-group, multicenter study was conducted in 102 pa-
tients with moderate to severe scalp psoriasis de�ned as a 
Psoriasis Scalp Severity Index (PSSI) score ≥12, an Investiga-
tor’s Global Assessment modi�ed 2011 scalp score ≥3, along 
with ≥30% of the scalp surface area affected. Patients aged 
≥18 years were randomized 1:1 to either secukinumab 300 mg 
or placebo, and followed up at Weeks 1, 2, 3, and 4 and then 
every 4 weeks for 12 weeks. At Week 12, patients on placebo 
who did not achieve PSSI 90 were switched in a blinded man-
ner to secukinumab 300 mg until study completion. Patients 
rated their scalp-related pain, itching, and scaling over the last 
24 hours using a 0-10 numeric rating scale (higher scores in-
dicative of greater severity). Scalp dermatitis–related QOL was 
assessed at baseline and then every 4 weeks using the patient-
reported Scalpdex, a 23-item measure of symptoms, function-
ing, and emotion scored from 0 to 100; higher scores indicate 
worse QOL. Treatment effect was evaluated using analysis of 
covariance (ANCOVA) models with treatment, body weight (<90 
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kg, ≥90 kg), previous systemic therapy (yes, no), previous bio-
logic therapy (yes, no), previous tumor necrosis factor alpha-
inhibitor therapy (yes, no), and baseline score as explanatory 
variables. Missing data were imputed using the last-observa-
tion-carried-forward method.
RESULTS: The mean (standard deviation) values for scalp-re-
lated pain, itching, and scaling at baseline were 3.1 (3.00), 6.7 
(2.60), and 7.3 (2.02) and similar for both secukinumab and pla-
cebo groups. At week 12, patients treated with secukinumab 
300 mg reported greater reduction in scalp-related pain (–1.98 vs 
0.61), itching (–4.07 vs –0.04), and scaling (–5.76 vs –0.95) than 
those treated with placebo (all, P < .001 from ANCOVA). Mean 
baseline Scalpdex scores were similar for both treatment groups 
(64.56. vs 64.47). At week 12, patients treated with secukinumab 
300 mg reported greater improvements in Scalpdex total scores 
compared with placebo (–39.62 vs –7.91; P < .001).
LIMITATIONS: The analysis population comprised patients 
who participated in clinical trials and may not be representative 
of this patient population as a whole.
CONCLUSION: Treatment with secukinumab signi�cantly re-
duced scalp pain, itching, and scaling and improved QOL in 
patients with moderate to severe scalp psoriasis.
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BACKGROUND: The scalp is one of the most commonly affect-
ed areas in patients with psoriasis and the presence of psoriatic 
lesions on the scalp is associated with signi�cant quality-of-life 
impairment. Secukinumab, a fully human monoclonal antibody 
that selectively neutralizes interleukin-17A, has been shown to 
have signi�cant ef�cacy in the treatment of moderate to severe 
psoriasis and psoriatic arthritis, demonstrating a rapid onset of 
action and sustained responses, with a favorable safety pro-
�le. In this phase 3b study of patients with moderate to severe 
scalp psoriasis, the ef�cacy and safety of secukinumab was 
assessed over 24 weeks.
OBJECTIVE: Here we report the primary objective: to evalu-
ate the superiority of secukinumab over placebo at Week 12 
with respect to the proportion of patients achieving a Psoriasis 
Scalp Severity Index (PSSI) 90 response rate.
METHODS: One hundred and two patients with moderate to 
severe scalp psoriasis were randomized in this double-blind, 
placebo-controlled study. Moderate to severe scalp psoria-
sis was de�ned as a PSSI score ≥12, an Investigator’s Global 
Assessment, modi�ed 2011 (IGA mod 2011) scalp score ≥3, 
along with ≥30% of the scalp surface area affected. Random-
ized patients (1:1) were administered subcutaneous injection 
of secukinumab 300 mg or placebo at Baseline, Weeks 1, 2, 3, 
and 4, and then every 4 weeks for 12 weeks. At Week 12, pa-
tients on placebo who did not achieve PSSI 90 were switched 
in a blinded manner to secukinumab 300 mg until study  
completion.
RESULTS: The mean baseline PSSI score was 34.1 in the 
secukinumab 300-mg group (n = 51) and 33.9 in the placebo 
group (n = 51). At Week 12, PSSI 90 responses were achieved 
by a signi�cantly greater percentage of patients receiving 
secukinumab 300 mg (27/51 [52.9%]) than placebo (1/51 
[2.0%])—a difference of 51% (95% con�dence interval [CI]: 
37% to 65%; P < .001). Additionally, IGA mod 2011 responses 
of 0/1 for the scalp at Week 12 were achieved by a signi�cantly 
greater percentage of patients receiving secukinumab 300 mg 
(29/51 [56.9%]) than placebo (3/51 [5.9%])—a difference of 
51% (95% CI: 36% to 66%; P < .001). Adverse events (AE) 
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were reported in 52.9% of patients receiving secukinumab 300 
mg and 49.0% of patients receiving placebo. No serious AEs 
were reported with secukinumab.
CONCLUSION: Secukinumab demonstrated a superior ability 
for clearing moderate to severe scalp psoriasis at 12 weeks 
compared with placebo. No new or unexpected safety signals 
were observed with secukinumab, and the favorable safety 
pro�le was consistent with the pivotal phase 3 trials.
CORRESPONDENCE: Jerry Bagel, MD; dreamacres1@aol.
com.
DISCLOSURES: J Bagel has served as an investigator and 
consultant for AbbVie, Amgen, Janssen, Novartis, Celgene and 
Eli Lilly, served on the speaker’s bureau for AbbVie, Elli Lilly, 
Janssen, and Novartis, and served as an investigator for Jans-
sen. K Callis-Duf�n has served as an investigator and consul-
tant for AbbVie, Amgen, Janssen, Novartis, Eli Lilly, Celgene, 
P�zer, Bristol-Myers Squibb, and Stiefel. A Moore has served 
on advisory boards for AbbVie, Aqua, DUSA, Janssen, Merz, 
and Novartis, served as a speaker for AbbVie, Allergan, Aqua, 
Leo, Merz, and Prestium, served as a consultant for Novartis, 
and served as an investigator for AbbVie, Allergan, Amgen, An-
acor, Astellas, Centocor, Coherus, Eli Lilly, Galderma, Janssen, 
Novan, Novartis, Parexel, P�zer, Regeneron, and Therapeutics. 
L Ferris has served as an investigator for Abbott, AbbVie, Am-
gen, Boehringer, Cain, Celgene, Centocor, Eli Lilly, GlaxoSmith-
Kline, Janssen, Novartis, P�zer, and Sandoz. K Siu, A Guana, 
F Kianifard, and J Nyirady are employees of Novartis. M Leb-
wohl is an employee of Mount Sinai which receives research 
funds from Amgen, Anacor, Boehringer Ingelheim, Celgene, 
Lilly, Janssen Biotech, Kadmon, LEO Pharmaceuticals, Medim-
mune, Novartis, P�zer, Sun Pharmaceuticals, and Valeant. 
FUNDING/SUPPORT: This research was sponsored by Novar-
tis Pharmaceuticals Corporation, East Hanover, NJ, USA.
PREVIOUS PRESENTATION: These results were originally pre-
sented at the 25th Annual Congress of the European Academy 
of Dermatology and Venereology, Austria, Vienna, September 
28–October 2, 2016.

PA-35: Secukinumab maintains reductions in PASI 
through second year of treatment: a randomized extension 
of the ERASURE and FIXTURE studies in plaque psoriasis 

Blauvelt A,1 Szepietowski JC,2 Sigurgeirsson B,3 Tyring S,4
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BACKGROUND: Secukinumab, a fully human anti–interleukin-
17A monoclonal antibody, has been demonstrated to be high-
ly ef�cacious in the treatment of moderate to severe plaque 

psoriasis, starting at early time points, with a sustained ef-
fect and favorable safety pro�le. This trial is an extension of 2 
secukinumab phase 3 studies in moderate to severe psoriasis 
(ERASURE and FIXTURE).
OBJECTIVE: This abstract focuses on absolute changes in 
Psoriasis Area and Severity Index (PASI) scores at Week 104 in 
subjects who were PASI 75 responders at Week 52 of the core 
studies.
METHODS: PASI 75 responders from the secukinumab treat-
ment arms of both trials were randomized 2:1 to continue the 
same doses of secukinumab (300-mg or 150-mg continuous-
treatment) or receive placebo (300 mg to placebo or 150 mg 
to placebo [treatment-withdrawal]) every 4 weeks up to Week 
104, or until relapse (de�ned as a reduction in maximal PASI 
improvement from Baseline by >50%). At core study Baseline, 
all subjects had a PASI ≥12. Absolute change from core study 
Baseline PASI was calculated. Multiple imputation was used 
for missing data. Safety and tolerability of secukinumab up to 
Week 104 were also evaluated. 
RESULTS: A majority of subjects in the 300-mg (87.1%) and 
150-mg (72.8%) continuous-treatment arms reached Week 104 
without relapse versus 16.0% and 12.7% in the 300-mg and 
150-mg treatment-withdrawal arms, respectively. In the contin-
uous-treatment arms, mean (median; range) PASI was reduced 
from 22.1 (19.8; 11.2–72.0) at core study Baseline to 1.6 (0.6; 
0.0–23.4) over 104 weeks with secukinumab 300 mg (n = 335 
at Week 104), and from 22.4 (19.2; 12.0–72.0) to 2.6 with 150-
mg treatment (n = 239 at Week 104). Reductions in mean PASI 
at Week 52 from 22.1 to 1.0 (n = 363) and from 22.9 to 1.8 (n 
= 297) with 300-mg and 150-mg treatment, respectively, were 
sustained to Week 104. In the 300-mg treatment-withdrawal 
arm (n = 136), mean PASI was reduced in 27 subjects who ex-
perienced relapse from 13.0 one week following relapse to 1.7 
twelve weeks after retreatment (from Week 4 after relapse). In 
the 150-mg treatment-withdrawal arm (n = 123), mean PASI 
was reduced from 13.1 following relapse to 2.9 twelve weeks 
after relapse and retreatment (n = 50). No new or unexpected 
safety �ndings were identi�ed. Immunogenicity was low and 
consistent with the core studies. 
CONCLUSION: Continuous treatment with either secukinumab 
300 mg or 150 mg achieved strong and sustained reductions in 
PASI over 2 years, with no new or unexpected safety �ndings. 
Patients who relapsed following treatment withdrawal at Week 
52 regained response upon retreatment.
CORRESPONDENCE: Andrew Blauvelt, MD, MBA; ablauvelt@
oregonmedicalresearch.com.
DISCLOSURES: A Blauvelt has served as a scienti�c consul-
tant and clinical study investigator for AbbVie, Amgen, Astra-
Zeneca, Boehringer Ingelheim, Celgene, Dermira, Genentech, 
GlaxoSmithKline, Janssen, Lilly, MedImmune, Merck, Novartis, 
P�zer, Regeneron, Sandoz, Sano�, UCB, and Valeant, and as a 
paid speaker for Lilly. JC Szepietowski has served as a consul-
tant and investigator for Abbott/AbbVie, Actavis, Amgen BASF, 
Astellas, Berlin-Chemie/Menarini, Pierre-Fabre, and Novartis. B 
Sigurgeirsson has served as a consultant, speaker, and inves-
tigator for Novartis, Galderma, Amgen, and Viamet. S Tyring 
has served as an investigator for Novartis. I Messina, J Löf-
�er, T Fox, and C Papavassilis are employees of Novartis. RGB 
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Langley has served on the scienti�c advisory board, as a prin-
cipal investigator, or speaker for AbbVie, Amgen, Boehringer-
Ingelheim, Celgene Corporation, Centocor Ortho Biotech, Lilly, 
Novartis, and P�zer.
FUNDING/SUPPORT: This research was sponsored by Novar-
tis Pharma AG, Basel, Switzerland.
PREVIOUS PRESENTATION: These results were originally 
presented at the 74th Annual Meeting of the American Acad-
emy of Dermatology, March 4-8, 2016, Washington, DC, USA.

PA-36: Secukinumab provides better relief from psoriasis 
impact on personal relationships than etanercept
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BACKGROUND: Secukinumab is highly ef�cacious in the treat-
ment of moderate to severe plaque psoriasis, with fast onset, a 
sustained effect, and a favorable safety pro�le.
OBJECTIVE: The objective of the current pooled analysis is to 
evaluate its impact on personal relationships and clothes worn 
as measured by the Dermatology Life Quality Index (DLQI).
METHODS: Patients aged ≥ 18 years were randomized 1:1:1 
in ERASURE to subcutaneous treatment groups (secukinumab 
300 mg, secukinumab 150 mg, & placebo) and 1:1:1:1 in FIX-
TURE (including an etanercept 50 mg twice-weekly group). The 
DLQI was administered at baseline, Weeks 4, 8, 12, 24, 36, and 
52, with total, subscale, and item scores computed at all visits. 
This analysis used data for secukinumab 300 mg and etaner-
cept from baseline to Week 52, placebo data up to Week 12, 
and focused on the personal relationship subscale (q8 & q9) 
and items assessing the in�uence on clothes worn (q4), impact 
on relationships with partners/close friends/relatives (q8), and 
sexual dif�culties (q9). Treatment differences in mean scores 
were evaluated using van Elteren and proportions of DLQI sub-
scale and item responders (score=0, indicating no impact) us-
ing Chi-square statistics.
RESULTS: Subjects on secukinumab (n = 572) achieved great-
er mean improvement in the personal relationship subscale 
and q4, q8, and q9 than subjects on placebo (n = 572; all, P 
< .0001) and etanercept (n = 319; personal relationships: P < 
.05 at Weeks 8 & 12; q4: all, P < .0001; q8: P < .05 at Weeks 
8 & 12; q9: all, P < .01). The response rates were higher for 
secukinumab 300 mg than for placebo (all, P < .0001; personal 
relationships Week 12 response rates: 48% vs 16%; q4: 58% 

vs 12%; q8: 45% vs 16%; q9: 37% vs 10%) and etanercept 
(personal relationships: all, P < .05 except for Weeks 4 & 36; q4: 
all, P < .05; q8: all, P < .05 except for Weeks 4 & 36; q9: numeri-
cally higher starting at Week 8; personal relationships Week 12 
response rates: 48% vs 38%, Week 52: 55% vs 47%; q4 Week 
12: 58% vs 37%, Week 52: 66% vs 47%; q8 Week 12: 45% vs 
37%, Week 52: 52% vs 45%; q9 Week 12: 37% vs 34%, Week 
52: 40% vs 36%).
LIMITATIONS: The analysis population comprised patients 
who participated in clinical trials and may not be representative 
of this patient population as a whole.
CONCLUSION: Secukinumab 300 mg provides greater im-
provements and more effective relief from psoriasis impact on 
personal relationships and clothing worn than etanercept and 
placebo.
CORRESPONDENCE: Yang Zhao; yang-3.zhao@novartis.
com.
DISCLOSURES: N Korman has been a consultant, advisor 
and/or received speaking fees and/or grants and/or served as 
an investigator in clinical trials for the following companies: Ab-
bott/AbbVie, Amgen, Biogen Idec, Celgene, Chugai, Dermira, 
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vestigator and consultant/speaker for Abbvie, Celgene, Eli Lilly, 
Janssen, Novartis. Y Zhao is an employee of Novartis Phar-
maceuticals Corporation. V Herrera is an employee of Novartis 
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Health Solutions. N Williams is an employee of RTI Health So-
lutions. J Nyirady is an employee of Novartis Pharmaceuticals 
Corporation. S Tyring has received grants from Novartis Phar-
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PA-37: Secukinumab provides better relief from 
psoriasis-related pain, itching, and scaling than 
ustekinumab
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BACKGROUND: Secukinumab, a fully human monoclonal 
antibody (mAb) that selectively targets IL-17A, is highly ef�ca-
cious in the treatment of moderate to severe plaque psoriasis, 
starting at early time points, with a sustained effect and a fa-
vorable safety pro�le. CLEAR is a phase 3b study comparing 
the ef�cacy/safety of secukinumab versus ustekinumab, an 
anti-IL-12/23 mAb, in adults with moderate to severe plaque 
psoriasis.
OBJECTIVE: This analysis examined the treatment effect as 
measured by patient-reported assessments of psoriasis-relat-
ed pain, itching, and scaling severity.
METHODS: Data from baseline to week 16 for patients aged 
≥ 18 years randomized 1:1 to subcutaneous treatment groups 
(secukinumab 300 mg and ustekinumab 45 mg or 90 mg ac-
cording to body weight at baseline) were used for this analy-
sis. Psoriasis-related pain, itching, and scaling over the last 
24 hours were assessed using a 0-10 numerical rating scale 
with higher scores indicating greater severity. The mean treat-
ment difference at week 16 for pain, itching, and scaling was 
examined via analysis of covariance adjusting for geographical 
region, body weight stratum, and baseline score. The percent-
age of subjects reporting complete relief of symptoms (score = 
0) was compared between treatment arms. Time to complete 
relief was computed as the period from randomization to the 
week when a symptom score of 0 occurred. Median time to 
complete symptom relief was compared between treatment 
arms using Kaplan-Meier methods with a log-rank test.
RESULTS: The full analysis set included 336 subjects random-
ized to secukinumab 300 mg and 339 subjects to ustekinumab. 
Mean baseline scores were similar for both treatment groups: 
secukinumab/ustekinumab: pain 4.0/3.8; itching: 6.3/6.3, scal-
ing: 6.5/6.5. Mean changes from baseline to week 16 for pain, 
itching, and scaling were signi�cantly greater for secukinumab 
(-3.3, -5.0, and -5.7) than for ustekinumab (-2.8, -4.6, and -5.2; 
all, P < .05). Signi�cantly more secukinumab-treated subjects 
achieved complete pain (80.3% vs 69.7%), itching (64.0% vs 
52.2%), and scaling (74.4% vs 56.1%) relief by week 16 than 
ustekinumab-treated subjects (all, P < .05). The median time 
to complete itching (12 vs 16 weeks) and scaling relief (8 vs 
16 weeks) was signi�cantly faster for secukinumab than for 
ustekinumab (both P < .001). The median time to pain relief 
was 8 weeks for both treatment arms, but the Kaplan-Meier 
curves were statistically different, and the log rank test favored 
secukinumab (P = .0056).
LIMITATIONS: The analysis population comprised patients 
who participated in clinical trials and may not be representative 
of this patient population as a whole.
CONCLUSION: Secukinumab 300 mg alleviates patient-re-
ported psoriasis-related pain, itching, and scaling signi�cantly 
faster and better than ustekinumab.

CORRESPONDENCE: Yang Zhao; yang-3.zhao@novartis.
com.
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cluding Abbvie, Almirall, Amgen, Biogen, Boehringer Ingelheim, 
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ticals, Merz, Novartis, P�zer, Sandoz, Sun Pharmaceuticals, 
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FUNDING/SUPPORT: Novartis Pharmaceuticals Corporation, 
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of-life impact than etanercept in moderate to severe 
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BACKGROUND:Secukinumab is highly ef�cacious in the treat-
ment of moderate to severe plaque psoriasis, with early onset, 
a sustained effect, and a favorable safety pro�le.
OBJECTIVE: This pooled analysis focuses on evaluating the 
impact of secukinumab treatment versus etanercept on skin-
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related quality of life as measured by the Dermatology Life 
Quality Index (DLQI).
METHODS: Patients aged ≥ 18 years were randomized 1:1:1 
in ERASURE to subcutaneous treatment groups (secukinumab 
300 mg, secukinumab 150 mg, and placebo) and 1:1:1:1 in FIX-
TURE (including an etanercept 50 mg twice-weekly group). The 
DLQI was administered at baseline and Weeks 4, 8, 12, 24, 36, 
and 52 with total, subscale, and item scores computed at all 
visits. This analysis used secukinumab 300 mg and etanercept 
data from baseline to Week 52. DLQI response was de�ned as 
no effect of skin problems on health-related quality of life (total 
score of 0 or 1, subscale of 0, and item score of 0). The effects 
of treatment on DLQI total scores, subscale scores (symptoms/
feelings, daily activities, leisure, work/school, personal relation-
ships, and treatment), and item scores were evaluated using 
the van Elteren and proportions of DLQI responders using Chi-
square statistics.
RESULTS: Subjects treated with secukinumab 300 mg (n = 
572) achieved greater mean improvement in DLQI total, 4 out 
of 6 subscales (all, P < .05; symptoms/feelings, daily activities, 
work/school [except at Week 24], and treatment), and 8 out of 
10 item scores (all, P < .05; q1: itchy, sore, painful, stinging; q2: 
embarrassed; q3: shopping, home, garden; q4: clothing worn; 
q5: social or leisure activities; q7: work or studying (except 
at Week 24); q9: sexual dif�culties; q10: treatment problems) 
than subjects treated with etanercept (n = 326) from Week 4 
through Week 52. Secukinumab 300 mg achieved higher DLQI 
response rates for DLQI total and 5 subscales (except personal 
relationships) than etanercept starting at Week 4 through Week 
52 (all, P < .05 except personal relationships). Item-level re-
sponse rates were numerically higher for secukinumab 300 mg 
versus etanercept for all items (P < .05 Week 8-52 for q1, q2, 
q3, q4, q5, q7, q10).
LIMITATIONS: The analysis population comprised patients 
who participated in clinical trials and may not be representative 
of this patient population as a whole.
CONCLUSION: Overall, secukinumab provides greater im-
provements and relief from skin-related quality-of-life impact 
than etanercept in psoriasis.
CORRESPONDENCE: Yang Zhao; yang-3.zhao@novartis.com.
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BACKGROUND: Secukinumab is highly ef�cacious in the 
treatment of moderate to severe plaque psoriasis, starting at 
early time points, with a sustained effect and a favorable safety 
pro�le.
OBJECTIVE: This pooled analysis focuses on evaluating the 
impact of secukinumab treatment versus placebo on skin-relat-
ed quality of life as measured by the Dermatology Life Quality 
Index (DLQI).
METHODS: Patients aged ≥ 18 years were randomized 1:1:1 
in ERASURE to subcutaneous treatment groups (secukinum-
ab 300 mg, secukinumab 150 mg, and placebo) and 1:1:1:1 in 
FIXTURE (including an etanercept 50 mg twice-weekly group). 
The DLQI was administered at baseline and Weeks 4, 8, 12, 
24, 36, and 52 with total, subscale, and item scores comput-
ed at all visits. This analysis used secukinumab 300 mg and 
placebo data from baseline to Week 12. DLQI response was 
de�ned as no effect of skin problems on health-related quality 
of life (total score of 0 or 1, subscale of 0, and item score of 0). 
The treatment effects on DLQI total scores, subscale scores 
(symptoms/feelings, daily activities, leisure, work/school, 
personal relationships, and treatment), and item scores were 
evaluated. Proportions of DLQI responders were also com-
pared.
RESULTS: Subjects treated with secukinumab 300 mg (n = 
572) achieved greater mean improvement in DLQI total, sub-
scale, and item scores than subjects treated with placebo (n = 
572) from Week 4 through Week 12 (all, P < .001). Secukinumab 
300 mg achieved higher DLQI response rates for total, sub-
scales, and items than placebo at all visits through Week 12 
(all, P < .001; Week 12 DLQI 0/1: 58% vs 8%; symptoms/feel-
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ings: 48% vs 4%; daily activities: 59% vs 12%; leisure: 56% vs 
17%; work/school: 52% vs 21%; personal relationships: 48% 
vs 16%; treatment: 53% vs 18%; q1–itchy, sore, painful, sting-
ing: 56% vs 5%; q2–embarrassed: 58% vs 10%; q3–shopping, 
home, garden: 54% vs 21%; q4–clothing worn: 58% vs 12%; 
q5–social or leisure activities: 57% vs 18%; q6–sports: 43% 
vs 17%; q7–work or studying: 52% vs 21%; q8–partner/friend/
relative: 45% vs 16%; q9–sexual dif�culties: 37% vs 10%; 
q10–treatment problems: 53% vs 18%).
LIMITATIONS: The analysis population comprised patients 
who participated in clinical trials and may not be representative 
of this patient population as a whole.
CONCLUSION: Secukinumab provides greater improvements 
and relief from skin-related quality-of-life impact than placebo 
in moderate to severe psoriasis.
CORRESPONDENCE: Yang Zhao; yang-3.zhao@novartis.
com.
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Kirin, Leo Pharma, National Psoriasis Foundation, Merck, No-
vartis, P�zer, Regeneron, and Trevi Pharmaceuticals. P Rich 
has been working as a principal investigator in clinical studies 
for the following companies: Abbvie, Boehringer Ingelheim, Eli 
Lilly and Company, Janssen-Ortho Inc, Kadmon, Merck & Co, 
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sultant for Polichem. None of these relationships are relevant to 
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investigator and consultant/speaker for Abbvie, Celgene, Eli 
Lilly, Janssen, Novartis. Y Zhao, V Herrera, and J Nyirady are 
employees of Novartis Pharmaceuticals Corporation. V Herrera 
is an employee of Novartis Pharmaceuticals Corporation. B 
Sherif B and L McLeod are employees of RTI Health Solutions. 
S Tyring has received grants from Novartis Pharmaceuticals 
Corporation.
FUNDING/SUPPORT: Novartis Pharmaceuticals Corporation, 
East Hanover, New Jersey, USA. 

PA-40: Secukinumab provides faster and better quality of 
life impact than ustekinumab in psoriasis
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BACKGROUND: Secukinumab, a fully human monoclonal 
antibody (mAb) that selectively targets IL-17A, is highly ef�ca-
cious in the treatment of moderate to severe plaque psoriasis, 
starting at early time points, with a sustained effect and a fa-
vorable safety pro�le. CLEAR is a phase 3b study comparing 
the ef�cacy and safety of secukinumab versus ustekinumab, 
an anti-IL-12/23 mAb, in adults with moderate to severe plaque 
psoriasis.
OBJECTIVE: This analysis focused on the treatment effect on 
skin-related quality of life as measured by the Dermatology Life 
Quality Index (DLQI) as well as its association with skin clear-
ance as measured by the Psoriasis Area and Severity Index 
(PASI).
METHODS: Data from baseline to week 16 for patients aged 
≥ 18 years randomized 1:1 to subcutaneous treatment groups 
(secukinumab 300 mg and ustekinumab 45 mg or 90 mg ac-
cording to body weight at baseline) were used for this analy-
sis. The DLQI was administered at baseline, weeks 4, 8, 12, 
and 16, with total and subscale scores computed at all visits. 
DLQI response was de�ned as no effect of skin problems on 
health-related quality of life (DLQI total score of 0 or 1).Time to 
response was computed as the period from the randomization 
date to the time when DLQI 0/1 response had occurred. Median 
time to response was compared between treatment groups us-
ing Kaplan-Meier methods with a log-rank test.
RESULTS: Mean (SD) baseline DLQI total scores were similar 
for both treatment arms: secukinumab 13.4 (7.63); ustekinum-
ab 13.2 (7.57). The mean DLQI total score as well as all sub-
scale scores (symptoms and feelings, daily activities, leisure, 
work and school, personal relationships and treatment scores) 
improved (decreased) continuously over the treatment period in 
both treatment groups, with more pronounced improvements 
in the secukinumab arm than the ustekinumab arm at all visits 
(weeks 4, 8, 12, 16) (P < .001 on DLQI total score). Up to week 
16, 80.7% of subjects treated with secukinumab achieved 
DLQI response (0/1) versus 69.3% treated with ustekinumab 
(P < .0001). The median time to DLQI response (0/1) was sig-
ni�cantly shorter for secukinumab compared to ustekinumab (8 
weeks vs 12 weeks, P < .0001).
LIMITATIONS: The analysis population comprised patients 
who participated in clinical trials and may not be representative 
of this patient population as a whole.
CONCLUSION: Secukinumab treatment provides stronger and 
faster relief from patient-reported quality of life than ustekinum-
ab in patients with moderate to severe plaque psoriasis.
CORRESPONDENCE: Yang Zhao; yang-3.zhao@novartis.
com.
DISCLOSURES: S Feldman has been a consultant, advisor 
and/or received speaking fees and/or grants and/or royalties 
from the following companies: Abbvie, Advance Medical, Am-
gen, Anacor Pharmaceuticals, Inc, Baxter, Boehringer Ingel-
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Gerson Lehrman Group, GSK, Guidepoint Global, Hanall Phar-
maceutical Co Ltd, Informa Healtcare, Janssen, Kikaku, Leo 
Pharma Inc, Lilly, Merck & Co, Merz Pharmaceuticals, Mylan, 
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PA-41: Secukinumab provides rapid and sustained 
reductions in dactylitis and enthesitis in patients with 
psoriatic arthritis: analysis of data from the Phase 3 
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BACKGROUND: Dactylitis and enthesitis are common debili-
tating manifestations of psoriatic arthritis (PsA).1 Secukinumab 
has previously been reported to reduce the number of dactylitic 
digits and enthesitis sites in patients with PsA, with a greater 
proportion of patients achieving complete resolution of dactyli-
tis and enthesitis compared with placebo at Week 24.2,3
OBJECTIVE: To evaluate the effects of secukinumab on 
dactylitis and enthesitis through Week 52 in FUTURE 2 
(NCT01752634).
METHODS: The study design from FUTURE 2 has been re-
ported previously.2 The proportions of patients with resolu-
tion of dactylitis and enthesitis at Week 24 and Week 52 were 

secondary and exploratory endpoints, respectively. Addition-
al measures were decrease in dactylitic digit and enthesitis 
counts using the mixed-effect model repeated measure. Post 
hoc analyses included Kaplan-Meier analysis to achieve resolu-
tion of enthesitis and dactylitis and proportion of patients with 
resolution of dactylitis and enthesitis by Baseline severity.
RESULTS: Of the 397 patients randomized, 138 (35%) and 253 
(64%) had dactylitis and enthesitis, respectively, at Baseline. 
Kaplan-Meier curves indicated that median time to resolu-
tion in dactylitis and enthesitis was Week 4 for secukinumab 
300-mg and 150-mg. At Week 24, a greater proportion of 
secukinumab-treated patients achieved complete resolution of 
dactylitis and enthesitis compared with placebo (P < .05), and 
more secukinumab-treated patients had complete resolution of 
symptoms at Week 52 than Week 24. Improvements at Weeks 
24 and 52 were observed regardless of Baseline severity. A 
sustained decrease in mean changes from Baseline to Weeks 
24 and 52 in dactylitis (Week 24, secukinumab 300 mg: –2.56, 
secukinumab 150 mg: –2.53; Week 52, secukinumab 300 mg: 
–3.08, secukinumab 150 mg: –3.11) and enthesitis (Week 24, 
secukinumab 300 mg: –1.68, secukinumab 150 mg: –1.83; 
Week 52, secukinumab 300 mg: –1.68, secukinumab 150 mg: 
–1.91) counts were shown in those patients who had symptoms 
at Baseline, with improvements versus PBO observed by Week 
4 for enthesitis (P < .05).
CONCLUSION: Secukinumab demonstrated a rapid resolution 
of dactylitis and enthesitis as early as Week 4 and this was sus-
tained up to Week 52. A higher proportion of patients achieved 
complete resolution and reduced mean counts of dactylitis and 
enthesitis at Week 52 compared with Week 24.
REFERENCES:
1. Gladman DD1, Antoni C, Mease P, Clegg DO, Nash P. Psoriatic arthritis: 

epidemiology, clinical features, course, and outcome. Ann Rheum Dis. 
2005;64(Suppl 2):ii14-ii17
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2015;386(9999):1137-1146. doi: 10.1016/S0140-6736(15)61134-5.

Kirkham BW, Kavanaugh A, Reich K. Interleukin-17A: a unique 
pathway in immune-mediated diseases: psoriasis, psoriatic ar-
thritis and rheumatoid arthritis. Ann Rheum Dis. 2014;73(1):133-
142. doi:10.1111/imm.12142. CORRESPONDENCE: Bruce W. 
Kirkham, MD; bruce.kirkham@gstt.nhs.uk.
DISCLOSURES: B Kirkham has received grant/research sup-
port, served as a consultant, and served on the speakers’ bu-
reau for Abbvie, BMS, Celgene, Janssen, Lilly, MSD, Novartis, 
Roche, and UCB. P Mease PM has received grant/research 
support, served as a consultant and served on the speakers’ 
bureau for Abbvie, Amgen, BMS, Celgene, Crescendo Bio-
science, Genentech, Janssen, Lilly, Merck, Novartis, P�zer, 
and UCB. I McInnes has received grant/research support and 
served as a consultant for Abbvie, Amgen, BMS, Celgne, Jans-
sen, Lilly, Novartis, P�zer, and UCB. V Bhosekar, S Mpofu, K 
Gandhi, and C Gaillez are employees of Novartis.
FUNDING/SUPPORT: This research was sponsored by Novar-
tis Pharma AG, Basel, Switzerland.
PREVIOUS PRESENTATION: These results were originally 
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PA-42: Secukinumab retreatment shows rapid regain of 
treatment responses: a pooled analysis of two phase 3 
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BACKGROUND: Secukinumab, a fully human anti–interleukin-
17A monoclonal antibody, has been demonstrated to be rapidly 
ef�cacious in the treatment of moderate to severe psoriasis, 
with a sustained effect and a favorable safety pro�le.
OBJECTIVE: Here, we assessed the rates of regain of clinical 
responses following retreatment of subjects with moderate to 
severe psoriasis who had relapsed following per-protocol with-
drawal of secukinumab during the extension of the ERASURE 
and FIXTURE studies. This abstract focuses on data up to two 
years (104 weeks).
METHODS: In this analysis, subjects who had Psoriasis Area 
and Severity Index (PASI) 75 responses at the end of the core 
studies (Week [Wk] 52) were randomized in the extension study 
2:1 to continue on the same dose of secukinumab or to receive 
placebo every four weeks. Subjects who relapsed in the two 
placebo arms (300-mg placebo and 150-mg placebo) were re-
treated with secukinumab upon relapse. Relapse was de�ned 
as a loss of >50% of the maximum PASI gain compared with 
Baseline in the core studies.
RESULTS: In total, 995 subjects entered this part of the exten-
sion study; the treatment groups were comparable with respect 
to Wk 52 Baseline characteristics. The percentage of subjects 
in the continuous-treatment groups who reached Week 104 
without relapse was 87.1% (secukinumab 300 mg, n = 363) 
and 72.8% (secukinumab 150 mg, n = 301). In the treatment-
withdrawal groups, 16.0% (secukinumab 300 mg / placebo, n 
= 181) and 12.7% (secukinumab 150 mg / placebo, n = 150) of 
subjects reached Week 104 without relapse. In subjects in the 
300-mg withdrawal group who did relapse and were retreated, 
94.8% of subjects recaptured PASI 75, 70.3% recaptured PASI 
90, and 38.4% recaptured PASI 100 responses after 12 weeks 
of retreatment with secukinumab 300 mg. There were no new 
or unexpected safety �ndings in the extension study.
CONCLUSION: Secukinumab provided strong and sustained 
ef�cacy over 104 weeks, clearing psoriasis while maintaining a 
favorable safety pro�le. In subjects relapsing after being with-
drawn from therapy, retreatment with secukinumab restored ef-
�cacy in the vast majority of subjects by 12 weeks post-restart 
of treatment.
CORRESPONDENCE: Andrew Blauvelt, MD, MBA; ablauvelt@
oregonmedicalresearch.com.
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BACKGROUND: Interleukin (IL)-17 signaling is important for 
mucocutaneous defense against Candida albicans, and ge-
netic de�ciency of IL-17 results in compromised Candida im-
munity. Therefore, subjects receiving anti–IL-17A therapies may 
be at increased risk of Candida infections. Clinical trials have 
shown that secukinumab, a fully human monoclonal antibody 
that selectively targets IL-17A, is highly ef�cacious in the treat-
ment of moderate to severe psoriasis.
OBJECTIVE: To compare rates of candida and recurrent can-
dida infections between patients with moderate to severe pso-
riasis receiving secukinumab (300 mg and 150 mg), etanercept, 
or placebo.
METHODS: We conducted a pooled analysis of Candida in-
fections from 10 randomized phase 2 and 3 psoriasis stud-
ies in 3430 subjects, including 1410 subjects treated with 
secukinumab 300 mg, 1395 with secukinumab 150 mg, 323 
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with etanercept (ETN), and 793 with placebo.
RESULTS: During the �rst year of treatment, 41/1410 (2.9%) 
subjects on secukinumab 300 mg, 21/1395 (1.5%) on 
secukinumab 150 mg, 4/323 (1.2%) on ETN, and 2/793 (0.3%) 
on placebo experienced Candida infections. Of these sub-
jects, some experienced more than one episode of recurrent 
Candida infection: 14/41 (34%) on secukinumab 300 mg, 1/21 
(5%) on secukinumab 150 mg, 2/4 (50%) on ETN, and 0/2 
(0%) on placebo. The number of Candida infections in the �rst 
year was mostly 1 or 2 (3 episodes occurred in one subject on 
secukinumab 300-mg and in one subject on ETN), and mostly 
recurred within the same location (oral, vulvovaginal, intertrigo). 
In about 75% of subjects with recurrent Candida infections, 
there were confounding factors, including antibiotic use, but 
there was no concomitant diabetes mellitus reported. All infec-
tions were nonserious, resolved spontaneously, or responded 
to standard treatment, and none led to treatment discontinu-
ation. Eight subjects with recurrent Candida infections in the 
�rst year on secukinumab 300 mg were enrolled into a long-
term extension study to continue receiving 300-mg therapy; the 
majority of these subjects (5) did not experience any Candida 
infections in the second year of treatment.
CONCLUSION: Candida infections were uncommon in subjects 
with moderate to severe psoriasis treated with secukinumab, 
and recurrent infections were even less common. Both were 
more likely to happen in the �rst year of treatment and may 
have been dependent on confounding factors. The data further 
suggest that such infections are easily managed and do not 
impact the course of secukinumab therapy.
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tus, and Kyowa. He has received personal fees from Novar-
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BACKGROUND: ESPRIT is a 10-year international prospec-
tive observational registry evaluating the long-term safety 
and effectiveness of originator adalimumab (ADA) in adult pa-
tients (pts) with moderate to severe chronic plaque psoriasis 
(NCT00799877). 
OBJECTIVE: Herein, we report the interim analysis over the 
initial 7 years (yrs) of the registry.
METHODS: ESPRIT enrolled pts who were continuing ADA 
treatment from a current prescription or previous study par-
ticipation, or initiating ADA ≤4 weeks of entering the registry 
(New Prescription Population [New-Rx]). The All-Treated Popu-
lation (All-Rx) were pts who received at least 1 ADA dose in 
this registry. Pts were evaluated at 3 and 6 months post enroll-
ment, and thereafter every 6 months for up to 10 yrs. This 7-yr 
interim analysis included data collected from 26 September 
2008 through 30 November 2015. Incidence rates (IR) for all 
treatment-emergent adverse events (All-TEAEs) are reported 
as events per 100 pt yrs of total exposure (E/100PY), occur-
ring from the initial through 70 days after the last ADA dose 
and excluding AEs during treatment interruptions. Physician’s 
Global Assessment (PGA) was used to evaluate effectiveness 
in as-observed population.
RESULTS: 6051 pts (All-Rx) were enrolled and dosed in ES-
PRIT, including 2557 (42.3%) New-Rx pts. Total median dura-
tion of ADA exposure was 1398 days (range 14-4798) and 714 
days (range 14-2581) for All-Rx and New-Rx, respectively. 1809 
(29.9%) All-Rx and 905 (35.4%) New-Rx pts discontinued from 
the registry; the most frequent reason for discontinuing was 
being lost to follow up (14.4% and 19.2%, respectively). For 
All-Rx at baseline, 57.7% were male; median age was 47 yrs 
(range 18-94 yrs) and median weight was 87 kg (range 41-252 
kg). The IR (E/100PY) for All-TEAEs (All-Rx) was: overall 21.8; 
serious TEAEs 4.4; malignancies 1.0, non-melanoma skin can-
cer 0.6; serious infections 1.0, active TB <0.1; congestive heart 
failure <0.1; lupus-like reactions and systemic lupus <0.1; and 
demyelinating disorder <0.1. The IR for All-TEAEs (All-Rx) lead-
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ing to death was 0.1 E/100PY. Standardized mortality ratio was 
0.27 (95% CI, 0.18-0.38), indicating that the observed number 
of deaths was below expected in an age-, sex- and country-
matched population. Pts achieving PGA ‘clear’ or ‘minimal’ 
at 12, 24, 36, 48, 60, 72, and 84 months in the registry were 
2630/4622 (56.9%), 2352/4015 (58.6%), 2044/3454 (59.2%), 
1608/2569 (62.6%), 1150/1814 (63.4%), 428/680 (62.9%), and 
18/22 (81.8%), respectively.
CONCLUSION: No new safety signals were observed with 
ADA treatment during this 7-year interim analysis and safety 
was consistent with the known safety pro�le of ADA. The num-
ber of TE deaths in the registry was below the expected rate. 
As-observed effectiveness of ADA remained stable through 84 
months.
CORRESPONDENCE: Francisco Kerdel (Emily Chastain on 
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