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ABSTRACT

Introduction: Patients with mild-to-moderate
plaque psoriasis often experience reduced
quality of life and increased disease burden due
to itch or involvement of psoriasis in special
areas such as the scalp and nails. Systemic
therapy may be used concurrently with topical
therapy in patients with active disease not
controlled by topical therapy alone. The

objective of PROMINENT was to evaluate the
efficacy and safety of apremilast in combination
with topical therapy in patients with mild-to-
moderate psoriasis in Japan.
Methods: PROMINENT, a phase 3b, open-label,
single-arm study in Japan, enrolled
adults C 20 years of age with plaque psoriasis
[static Physician Global Assessment (sPGA) 2
(mild) or 3 (moderate)] not adequately con-
trolled by topical therapy. Patients received
apremilast 30 mg twice daily for 16 weeks in
addition to their existing topical therapy, with
the option of topical therapy reduction at the
discretion of their physician while continuing
apremilast treatment from weeks 16 to 32.
Results: Of the 152 patients enrolled in the
study, 136 completed week 32. The primary
endpoint of sPGA response [score 0 (clear) or 1
(almost clear)] was achieved by 43.7% of
patients at week 16, and 40.8% maintained
response at week 32. Clinically meaningful
improvements in skin, scalp, and nails were
observed in[ 40% of patients at weeks 16 and
32. Similarly, improvements in pruritus, quality
of life, and treatment satisfaction were observed
at week 16 and maintained at week 32. Com-
mon treatment-emergent adverse events
through week 32 included gastrointestinal
events, nasopharyngitis, and headache.
Conclusions: Apremilast in combination with
topical therapy resulted in clinically meaningful
and sustained efficacy in physician- and
patient-reported outcomes at weeks 16 and 32
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in Japanese patients with mild-to-moderate
psoriasis. Tolerability was consistent with
available prior safety data for apremilast.
Trial Registration: ClinicalTrials.gov identifier,
NCT03930186.

Keywords: Apremilast; Japan; Mild to
moderate; PROMINENT; Psoriasis

Key Summary Points

Why carry out this study?

There have been limited studies of
apremilast in combination with topical
therapies, which is closer to the real-world
treatment paradigm in Japan, where
apremilast is approved for patients with
an inadequate response to topical therapy;

Patients with mild-to-moderate plaque
psoriasis often experience reduced quality
of life and increased disease burden due to
itch or involvement of psoriasis in special
areas such as the scalp and nails;

Despite treatment with topical therapies,
patients in Japan with mild-to-moderate
psoriasis have limited systemic treatment
options.

What was learned from this study?

Apremilast was effective in Japanese
patients with mild-to-moderate psoriasis
receiving concurrent topical therapy;

Apremilast treatment improved overall
disease severity, involvement of psoriasis
in the scalp and nails, pruritus, and
quality of life after 16 weeks;

Improvements were sustained through
32 weeks of treatment, even with an
optional topical therapy reduction phase
during the last 16 weeks.

INTRODUCTION

Psoriasis is a chronic, systemic inflammatory
disease present in 0.34% of the population in
Japan [1]. Even with limited skin involvement,
mild-to-moderate psoriasis can impact quality
of life (QoL) due to symptoms like itch and
involvement in special areas such as the scalp
and nails [2, 3]. Despite disease burden and
impaired QoL, patients with mild-to-moderate
psoriasis are often untreated or inadequately
treated [2, 4]. Topical treatments are often rec-
ommended as a first treatment for patients with
mild and moderate psoriasis [5]. However, some
patients with mild or moderate psoriasis have
active disease despite treatment with topical
therapies, requiring additional treatment [6].

Patients with mild-to-moderate psoriasis in
Japan have limited systemic treatment options,
as systemic biologic therapies are reserved for
patients with more severe psoriasis [C 10% body
surface area (BSA) involvement], and inade-
quate response to conventional therapies,
including phototherapy [7]. Apremilast is a
phosphodiesterase 4 inhibitor that was effective
in treating moderate-to-severe psoriasis [8–11]
and mild-to-moderate psoriasis in phase 3 clin-
ical trials [12]. A pharmacokinetic modeling and
exposure–response analysis study in patients
with moderate-to-severe psoriasis treated with
apremilast demonstrated similar maximal
effects and response rates in a Japanese popu-
lation versus a predominantly Caucasian pop-
ulation [9]. However, clinical data in Japanese
patients with mild-to-moderate psoriasis treated
with apremilast are lacking.

Some patients with inadequate response to
topicals start systemic treatment concurrently
[5, 6]. PROMINENT was a 32-week, phase 3b,
open-label, single-arm study conducted in
Japan to evaluate apremilast in combination
with topical therapy in patients with mild-to-
moderate psoriasis who had not achieved an
adequate response with topicals alone. The
objective was to assess efficacy and safety of
apremilast with stable concomitant topical
therapy, including efficacy in treating special
areas of psoriasis and itch. PROMINENT is the
first study of patients with mild-to-moderate
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psoriasis treated concurrently with topicals and
apremilast. This is closer to the real-world
treatment paradigm in Japan, where apremilast
is approved for patients with an inadequate
response to topical therapy.

METHODS

Study Design

PROMINENT (NCT03930186) was a phase 3b,
open-label, single-arm study conducted at 28
sites in Japan in patients with mild-to-moderate
psoriasis not adequately controlled by topical
therapy alone. After a 5-day dose titration,
patients received apremilast 30 mg orally twice
daily (BID) in addition to existing stable topical
therapy for 16 weeks. Patients were required to
continue on their existing topical therapy at the
same quantity or frequency through week 16;
patients were not permitted to change topical
therapies. From weeks 16–32, patients could
reduce topical therapy at the physician’s dis-
cretion while maintaining apremilast 30 mg
BID throughout. The study was approved by the
institutional review board/ethics committee
before commencement and conducted in com-
pliance with Good Clinical Practice, the Inter-
national Council for Harmonisation Guideline
E6, the Declaration of Helsinki, and applicable
regulatory requirements. Patients provided
written informed consent before study-related
procedures.

Patients

PROMINENT enrolled biologic-naive adults
aged C 20 years with chronic plaque psoriasis
for C 6 months before baseline and currently
treated with topicals for C 4 weeks before base-
line. Patients had mild-to-moderate psoriasis
[static Physician Global Assessment (sPGA)
score of 2 (mild) or 3 (moderate)] that was
inadequately controlled by topical therapy.
Patients with a condition that might confound
interpretation of study data, including other
types of psoriasis, were excluded. Other key
exclusion criteria included use of phototherapy

or conventional systemic therapy for psoriasis
within 8 weeks before baseline and during the
study.

Efficacy Assessments

The primary efficacy endpoint was the propor-
tion of patients achieving sPGA response [score
of 0 (clear) or 1 (almost clear)] at week 16. Sec-
ondary endpoints included the proportions of
patients achieving C 75% reduction from base-
line in BSA (BSA-75) and C 50% or C 75%
reduction from baseline in Psoriasis Area and
Severity Index (PASI) score (PASI-50 and PASI-
75) at weeks 16 and 32. A post hoc analysis
assessed how many sPGA responders at week 16
were also responders at weeks 2 and 4.

Change from baseline in itch scores at weeks
16 and 32 was evaluated using the pruritus
visual analog scale (VAS; 0–100 mm) and Shi-
ratori’s pruritus severity score [13, 14], a pruritus
severity assessment tool used in Japan with
scores ranging from 0 (no symptoms) to 4
(severe). Psoriasis in special areas was assessed
by proportions of patients achieving a Scalp
Physician’s Global Assessment (ScPGA) score of
0 or 1 and proportions of patients with a C 50%
reduction from baseline in Nail Psoriasis Sever-
ity Index (NAPSI-50). Change from baseline in
NAPSI score was evaluated.

Patient-reported outcomes of the proportion
of patients achieving Dermatology Life Quality
Index (DLQI) score 0 or 1, the proportion of
patients achieving Patient Benefit Index (PBI)
C 1, and mean Treatment Satisfaction Ques-
tionnaire for Medication (TSQM) version II
overall and subdomain scores are reported. The
DLQI is a 10-item questionnaire with a score
range of 0 (best QoL) to 30 (worst QoL); a score
of 0 or 1 indicates no effect of the disease on the
patient’s life [15]. The PBI evaluates patient-
perceived benefit of treatment on a scale rang-
ing from 0 (no benefit) to 4 (maximum benefit)
[16]. The TSQM version II is an 11-question,
self-administered patient questionnaire that
assesses patient satisfaction with treatment;
scores range from 0 to 100, with higher TSQM
scores depicting greater satisfaction.
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Topical use, as approximated by tube weight,
was investigated as an exploratory analysis.
Because tubes were dispensed at each visit
(weeks 0, 2, 4, and 8) and returned at each visit
(weeks 2, 4, 8, and 16) from weeks 0–16, total
tube weight reduction during this period was
calculated as the sum of dispensed tube weight
at weeks 0, 2, 4, and 8 minus the sum of
returned tube weight at weeks 2, 4, 8, and 16.

Likewise, total tube weight reduction during
weeks 16–32 was calculated as the sum of dis-
pensed tube weight at weeks 16, 24, and 32
minus the sum of returned tube weight at weeks
24 and 32.

Safety Assessments

Safety was evaluated throughout the study on
the basis of adverse events (AEs), discontinua-
tions due to AEs, and clinically significant
changes in physical examinations, vital signs, or
laboratory findings. AEs were recorded from
informed consent up to 28 days after the last
dose of study drug; any time thereafter, reported
serious AEs (SAEs) with a suspected relationship
to study drug were recorded.

Statistical Analysis

Sample size was calculated assuming a 15%
response rate (on the basis of data from phase 3
trials of apremilast in psoriasis). Efficacy analy-
ses were conducted in the enrolled population;
the safety population included all enrolled
patients who received C 1 dose of study drug.
The primary endpoint was evaluated using
multiple imputations (MIs) for missing values,
with a sensitivity analysis using nonresponder
imputation (NRI). Key categorical endpoints
were assessed using NRI; continuous endpoints
were analyzed using descriptive statistics.

RESULTS

Patients

Of 152 patients enrolled in the study who
received C 1 dose of apremilast, 66.4% were

men; mean age was 48.0 years. Baseline clinical
characteristics are presented in Table 1. Mean
psoriasis duration was 11.9 years. At baseline,
33.6% of patients had an sPGA score of 2 (mild)
and 66.4% had an sPGA score of 3 (moderate).
Mean PASI score was 8.9 and mean BSA was
13.4%. Topical antipsoriatic medications were
the most frequently used topical therapy at
baseline (92.1%; Table 1). A total of 136 patients
completed week 32. Common reasons for dis-
continuation included patient withdrawal
(5.9%) and AEs (4.6%).

Efficacy

Primary Endpoint
The primary endpoint of sPGA 0/1 response at
week 16 was achieved by 43.7% of patients; this
response was maintained at week 32 (Fig. 1). In
a sensitivity analysis using NRI, sPGA 0/1
response was achieved by 41.4% of patients at
week 16.

Skin Involvement
Improvements were observed in skin involve-
ment at week 16 and sustained at week 32 as
measured by decreases from baseline in PASI
score (mean change, -6.1 and -6.2, respec-
tively) and BSA (mean change, -7.9%
and -8.3%, respectively). PASI-50 and PASI-75
responses were achieved by 79.6% (121/152)
and 43.4% (66/152) of patients, respectively, at
week 16 with apremilast treatment; improve-
ments were sustained at week 32 (Fig. 1). BSA-75
response was achieved by 40.8% (62/152) of
patients at weeks 16 and 32 (Fig. 1).

Itch
At baseline, mean pruritus VAS score was
37.7 mm, and mean Shiratori’s pruritus severity
scores were 1.7 (day) and 1.6 (night). The mean
change from baseline in pruritus VAS score
was -17.3 mm at week 16 and -18.4 mm at
week 32. Improvements observed in Shiratori’s
pruritus severity scores at week 16 (mean
change from baseline, -0.7 for both day and
night) were also sustained at week 32 (Fig. 2).
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Psoriasis in Special Areas
At baseline, 128 (84.2%) patients had an ScPGA
score C 2 (Table 1). Of these, 67 (52.3%)
achieved an ScPGA score of 0 or 1 at week 16
(Fig. 3). Of 76 (50.0%) patients with a NAPSI
score C 1 at baseline (Table 1), 34 (44.7%)
achieved NAPSI-50 at week 16 (Fig. 3). NAPSI
scores decreased by a mean of 0.5 points from
baseline to week 16 (Fig. 2). Improvements in
scalp and nail involvement were maintained
with continued apremilast treatment at week 32
(Figs. 2 and 3).

Patient-Reported Outcomes
Improvements in patient-perceived benefit
from treatment and QoL as measured by the PBI
and DLQI were observed with apremilast. A PBI
score C 1, considered a clinically meaningful
benefit [17], was achieved by 91.4% (139/152)
of patients at week 16 and 88.2% (134/152) at
week 32 (Fig. 4). Among patients with a DLQI
score C 2 at baseline, almost half [41.2% (49/
119)] achieved a DLQI score of 0 or 1 at week 16;
response was maintained at week 32 (Fig. 4).

Onset of Efficacy
Although time to response was not a prespeci-
fied endpoint, a post hoc analysis found that
among patients with sPGA 0/1 response at week
16, 15.9% (10/63) had maintained response
from week 2 and 54.0% (34/63) had maintained

Table 1 Baseline clinical characteristics

Characteristic Apremilast
(N = 152)

Duration of plaque psoriasis, mean

(SD), years

11.9 (10.6)

sPGA score, n (%)

2 (mild) 51 (33.6)

3 (moderate) 101 (66.4)

ScPGA score, n (%)

0 (clear) 17 (11.2)

1 (almost clear) 7 (4.6)

2 (mild) 63 (41.4)

3 (moderate) 63 (41.4)

4 (severe) 2 (1.3)

BSA percentage, mean (SD) 13.4 (11.5)

PASI score, mean (SD) 8.9 (5.4)

Pruritus VAS score, mean (SD) 37.7 (25.3)

Shiratori’s pruritus severity score, mean

(SD)

Day 1.7 (0.9)

Night 1.6 (1.0)

NAPSI score, mean (SD) 1.5 (2.0)

DLQI total score, mean (SD) 4.6 (3.9)

Concomitant topical psoriasis

treatment, n (%)

152 (100)

Antipsoriaticsa 140 (92.1)

Betamethasone

dipropionate/calcipotriol

78 (51.3)

Betamethasone butyrate

propionate/maxacalcitol

57 (37.5)

Maxacalcitol 31 (20.4)

Calcipotriol 11 (7.2)

Tacalcitol 8 (5.3)

Table 1 continued

Characteristic Apremilast
(N = 152)

Corticosteroids, dermatologic

preparations

81 (53.3)

aAntipsoriatics include vitamin D3 analogs alone or in
combination with corticosteroids
BSA psoriasis-involved body surface area, DLQI Derma-
tology Life Quality Index, NAPSI Nail Psoriasis Severity
Index, PASI Psoriasis Area and Severity Index, ScPGA
Scalp Physician’s Global Assessment, sPGA static Physician
Global Assessment, VAS visual analog scale
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response from week 4. Improvements were seen
with apremilast treatment as early as week 4
with substantial mean reductions from baseline

in itch (pruritus VAS: -18.3, Shiratori’s pruri-
tus: -0.6). Early patient-reported treatment
benefit also occurred, with 94.1% of patients

Fig. 1 Achievement of physician-reported efficacy out-
comes, enrolled population. NRI used for missing data.
Error bars represent 95% confidence intervals. *The
primary endpoint (sPGA 0 or 1) response rate with
apremilast was 43.7% when multiple imputation was used
for missing data. BSA psoriasis-involved body surface area,

BSA-75 a C 75% reduction from baseline in BSA, NRI
nonresponder imputation, PASI Psoriasis Area and Sever-
ity Index, PASI-50 a C 50% reduction from baseline in
PASI score, PASI-75 a C 75% reduction from baseline in
PASI score, sPGA static Physician Global Assessment

Fig. 2 Mean change from baseline in pruritus and NAPSI assessments. Data as observed. NAPSI Nail Psoriasis Severity
Index
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achieving a PBI score C 1 by week 4. Response
for several additional outcomes was observed as
early as week 8: 38.2% of patients achieved
sPGA 0/1 response, 77.6% achieved PASI-50
response, and 42.1% achieved PASI-75 response.
ScPGA score of 0 or 1 was achieved by 51.6% of
patients at week 8. Improvements in QoL were
also seen at week 8, with 42.0% of patients
achieving DLQI score 0 or 1.

Treatment Satisfaction
Mean TSQM effectiveness, convenience, and
global satisfaction scores improved by *15
from baseline at weeks 16 and 32 with contin-
ued apremilast treatment (Table 2). Side effect
scores at weeks 16 and 32 did not improve from
baseline; however, scores (range 0–100)
remained above 90 at all time points.

Topical Use
Topical use, as measured by a difference in dis-
pensed tube weight versus returned tube
weight, was reduced during the topical reduc-
tion phase (weeks 16–32) versus the combina-
tion therapy phase (weeks 0–16). A mean
[standard deviation (SD)] decrease in tube
weight of 292.4 (287.7) g was observed during
weeks 0–16, whereas a mean decrease of 240.6

(264.0) g was observed during weeks 16–32 (on
the basis of the patients who completed the
study without losing their topical treatment
tube). We also assessed the amounts of topical
treatment dispensed and returned from all
patients during each phase. The average
amount of topical treatment dispensed was
reduced when patients had the option to stop or
reduce their topical treatment use during weeks
16–32 (531.7 g) compared with weeks 0–16
(752.3 g). The average amount of topical
returned was 473.9 g during weeks 0–16 and
294.0 g during weeks 16–32. These results sug-
gest an overall reduction in the use of topical
treatments after the initial 16 weeks of
apremilast treatment.

Safety
Most treatment-emergent AEs (TEAEs) reported
by 75.7% (115/152) of patients were mild to
moderate. Few patients reported TEAEs that
were severe (n = 4), serious (n = 4), or led to
drug withdrawal (n = 7) (Table 3). Most com-
mon TEAEs (C 5% of patients) through week 32
included gastrointestinal events, nasopharyn-
gitis, and headache (Table 3). No clinically sig-
nificant changes in physical examinations, vital
signs, or laboratory findings were observed.

Fig. 3 Achievement of treatment responses in special
areas. NRI used for missing data. Error bars represent 95%
confidence intervals. *In patients with baseline ScPGA
score C 2. �In patients with baseline NAPSI score C 1.
NAPSI Nail Psoriasis Severity Index, NAPSI-50 a C 50%
reduction from baseline in NAPSI score, NRI nonrespon-
der imputation, ScPGA Scalp Physician’s Global
Assessment

Fig. 4 Achievement of patient-reported efficacy outcomes.
Enrolled population. NRI used for missing data. Error bars
represent 95% confidence intervals. *In patients with
baseline DLQI score C 2. DLQI Dermatology Life Qual-
ity Index, NRI nonresponder imputation, PBI Patient
Benefit Index
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DISCUSSION

In the PROMINENT study, the addition of
apremilast to topical therapy resulted in clini-
cally meaningful and sustained improvements
in physician- and patient-reported outcomes in
patients whose psoriasis was not adequately
controlled by topical therapy alone. Improve-
ments in most measures occurred rapidly, and
benefits were maintained through week 32. In
the second phase of the study (weeks 16–32),
the dose of topical therapy could be reduced at
the physician’s discretion. Although difficult to
formally assess, there was a reduction of
approximately 30% in the amount of topical
treatments dispensed to patients, and a 20%
decrease in change in tube weight in the second
study phase (a raw proxy measure of overall

topical use). The AE profile of apremilast was
consistent with prior clinical trials in mild-to-
moderate psoriasis and moderate-to-severe pso-
riasis, including a trial in Japanese patients
[8, 10–12, 18, 19].

Approximately 40% of patients in PROMI-
NENT achieved the primary endpoint, sPGA
score of 0 or 1 at week 16. This response
occurred rapidly (38.2% at week 8) and before
the prespecified time of analysis of the primary
endpoint and was maintained at week 32. This
is notable, as sPGA score of 0 or 1 is a clinically
meaningful benefit for patients with sPGA of 2
or 3 at baseline with limited treatment options.
Although direct comparisons with other studies
are not feasible owing to differences in study
designs, populations, statistical power, and
endpoints, rates of achieving sPGA response in
PROMINENT were higher than rates observed at
week 16 in placebo-controlled studies of
apremilast in patients with mild-to-moderate
psoriasis [12, 19]. Efficacy and Safety in Patients
With Moderate Plaque Psoriasis (UNVEIL) was a
phase 4, placebo-controlled study of patients
with moderate psoriasis who were naive to
conventional systemic and biologic therapies.
Among patients in UNVEIL [19], 30.4%
achieved sPGA response (score of 0 or 1, sec-
ondary endpoint) at week 16 with apremilast
treatment versus 9.6% receiving placebo. In the
placebo-controlled Apremilast as a Direct
Treatment for Mild-to-Moderate Plaque Psoria-
sis Versus Placebo (ADVANCE) trial, 12 patients
were biologic naive and inadequately controlled
by 1 or more topical therapies. The primary
endpoint of sPGA response was defined as a
score of 0 or 1 with a C 2-point reduction from
baseline at week 16. In ADVANCE, sPGA
response was achieved by 21.6% of patients
receiving apremilast and 4.1% receiving placebo
at week 16. Of note, concomitant topical ther-
apy usage was not allowed in UNVEIL and
ADVANCE.

Results at week 32 in PROMINENT were
similar to those reported in a phase 2b study of a
Japanese population with moderate-to-severe
psoriasis (PSOR-011) where the secondary end-
point was sPGA score 0 or 1 in patients with
sPGA C 3 at baseline [8]. In the phase 2b study
PSOR-011, prolonged sun or ultraviolet

Table 2 TSQM subdomain scores

Mean (SD) Apremilast (N = 152)

Effectiveness

Baseline 52.3 (17.6)

Week 16 67.4 (21.2)

Week 32 68.9 (19.1)

Side effects

Baseline 97.4 (10.1)

Week 16 90.4 (17.7)

Week 32 93.2 (14.9)

Convenience

Baseline 56.4 (16.7)

Week 16 70.3 (17.2)

Week 32 70.5 (16.5)

Global satisfaction

Baseline 55.4 (18.6)

Week 16 71.2 (18.2)

Week 32 70.7 (18.7)

Higher scores indicate greater satisfaction
TSQM Treatment Satisfaction Questionnaire for
Medication
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exposure, use of biologics within 12–24 weeks,
conventional systemic treatments or pho-
totherapy within 4 weeks, or active topical
treatments for psoriasis within 2 weeks was
prohibited. Greater sPGA response rates were
seen at week 16 in patients with mild-to-
moderate disease in PROMINENT (43.7%) ver-
sus patients with moderate-to-severe disease in
PSOR-011 (29.6%), which may be expected
owing to differences in disease severity, the
open-label design, and concomitant use of
topicals in PROMINENT.

Skin involvement also improved rapidly with
apremilast treatment in the current study pop-
ulation, with PASI responses reaching a plateau
by week 8. PASI-50 response was achieved by
three-quarters of patients, and PASI-75 and BSA-
75 responses were each achieved by almost half
of patients at week 32.

Itch is one of the most bothersome symp-
toms for patients with psoriasis [2]. In the
PROMINENT study, substantial improvements
in itch were observed with apremilast as early as
week 4, and were similar to those observed in

patients with moderate to severe psoriasis
enrolled in the ESTEEM trial [10]. In contrast to
atopic dermatitis, which is associated with
intense nighttime itching [20], itch severity did
not vary much between day and night in
patients with psoriasis in the current study, and
apremilast showed similar suppression of itch at
both times.

Topical therapies are often insufficient for
treatment of psoriasis in special areas. Applica-
tion of topical preparations to the scalp is messy
and burdensome [21], and their efficacy for
treatment of nail psoriasis is hindered by inad-
equate penetration of the nail plate [22, 23].
The addition of apremilast to topical therapy
improved psoriasis in both of these special areas
during PROMINENT. More than 50% of patients
with an ScPGA score of C 2 at baseline achieved
an ScPGA score of 0 or 1 at week 16, with
responses maintained at week 32. Nearly 50% of
patients achieved NAPSI-50 at week 16, and
57.9% achieved this reduction at week 32. This
response is consistent with the extended dura-
tion of treatment generally required for maxi-
mal improvement of nail psoriasis [24, 25]. The
proportion of patients achieving NAPSI-50 at
week 16 in PROMINENT was greater than the
proportion with moderate-to-severe disease
who achieved NAPSI-50 at week 16 in the
ESTEEM 1 trial (33%) [10].

Apremilast showed benefit in patient-
reported outcomes. Approximately 90% of
patients reported a PBI C 1 and 42.9% achieved
a DLQI score of 0 or 1 at week 32. Treatment
satisfaction with apremilast was high and
increased compared with satisfaction with
topical therapies at baseline.

Overall results of the PROMINENT study
support the addition of apremilast in patients
who do not respond to topical medications.

Limitations

Data should be interpreted within the context
of the limitations of a single-arm, open-label
study. There are limitations to the assessment of
topical use during the two study periods; there
were fewer patients in the topical reduction
phase than the combination therapy phase (140

Table 3 Safety and tolerability: TEAEs through week 32

Overview of TEAEs Apremilast
(N = 152)

Patients, n (%)

Any TEAE 115 (75.7)

Serious TEAEsa 4 (2.6)

TEAEs leading to drug

withdrawal

7 (4.6)

Most commonly reported (C 5%) TEAEs, n (%)

Diarrhea 29 (19.1)

Nausea 29 (19.1)

Nasopharyngitis 28 (18.4)

Headache 20 (13.2)

Soft feces 20 (13.2)

aSerious TEAEs included gastroenteritis, depression, uni-
lateral deafness, increased blood creatine phosphokinase,
and thoracic vertebral fracture
TEAE treatment-emergent adverse event
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versus 152), making the amount of topical dis-
pensed difficult to interpret. Additionally, the
method to assess topical use by comparing dis-
pensed versus returned weights of multiple
tubes at multiple timepoints is not a direct
measure. Time to response was not a prespeci-
fied endpoint, limiting conclusions regarding
early onset of efficacy. Nail psoriasis may take
longer to improve than the current study period
allowed; longer observation may be needed to
assess the full impact of apremilast on nail
psoriasis. Finally, guidance for topical applica-
tion and preference for topical agent class likely
differed between physicians at different study
sites, which may have influenced study
outcomes.

CONCLUSIONS

In this phase 3b, open-label study in Japanese
patients with mild-to-moderate psoriasis,
apremilast treatment in combination with
topical therapy was associated with improve-
ments in psoriasis severity and skin involve-
ment. Furthermore, improvements were
observed in scalp and nail psoriasis, itch, QoL,
and treatment satisfaction. Tolerability was
consistent with the known apremilast safety
profile. Results support apremilast as an effec-
tive treatment option for Japanese patients with
mild-to-moderate psoriasis who are not ade-
quately treated with topical therapy alone.
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