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What is already known about this topic?

e The need remains for treatments with sustained efficacy and a more convenient
dosing schedule in moderate-to-severe psoriasis.

e Risankizumab and secukinumab are indicated for the treatment of adults with mod-
erate-to-severe plaque psoriasis and target interleukin-23 and interleukin-17,
respectively.

e To date, risankizumab and secukinumab have not been directly compared.
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What does this study add?

e IMMerge directly compared the safety and efficacy of risankizumab and secuk-
inumab in patients with moderate-to-severe plaque psoriasis using > 90% improve-
ment in Psoriasis Area and Severity Index at weeks 16 (noninferiority) and 52
(superiority) as primary endpoints.

e In terms of efficacy risankizumab was noninferior to secukinumab at week 16 and
superior to secukinumab at week 52 of treatment based on primary endpoint
analyses. The two medications had a similar safety profile.

Plaque psoriasis is a chronic inflammatory immune-mediated
skin disorder with an approximate prevalence of 1-4% glob-
ally.'® Psoriasis is associated with increased morbidity and mor-
tality, and may lead to disability while negatively affecting
patient quality of life.*”” Interleukin (IL)-23 contributes to psori-
asis by stimulating proliferation, differentiation and maintenance
of T helper 17 cells and innate immune cells, which produce
proinflammatory cytokines such as IL-17.*° Importantly, discov-
ery of the IL-23/IL-17 immunological pathway was key to our
expanding knowledge about the pathogenesis of psoriasis, and
in the development of new targeted therapeutic agents for psori-

.. 10,11
asis.

Although approved biologics are effective for the treat-
ment of plaque psoriasis, there is a need for more efficacious
therapy that will achieve and maintain higher response rates in
the long term. Sustained skin clearance and less frequent dosing
intervals are important to control moderate-to-severe plaque
psoriasis in patients and improve quality of life.'*'*
Risankizumab is a humanized IgG1 monoclonal antibody that
inhibits I1-23 by binding to its p19 subunit."”"'” Results from
four multicentre, randomized, double-blinded studies
(UtIMMa-1, UltIMMa-2, IMMhance and IMMvent) that
enrolled 2109 adult patients with moderate-to-severe plaque
psoriasis, along with an open-label extension study, supported
the approval of risankizumab in the USA, Canada, Europe and

Japan in 2019.'87%°

Results from active-comparator studies have
shown that risankizumab has greater efficacy in patients with
moderate-to-severe plaque psoriasis than the IL-12/1L-23 inhi-
bitor ustekinumab (UltIMMa-1 and UltIMMa-2) and the
tumour necrosis factor-o inhibitor adalimumab (IMMvent).'®'
Secukinumab is a human IgG1 monoclonal antibody targeting
IL-17A that was approved in 2015 for the treatment of plaque
psoriasis, and has demonstrated greater efficacy in clearing skin
than ustekinumab.””>* Here, we compared the efficacy and
safety of risankizumab vs. secukinumab in patients with moder-
ate-to-severe plaque psoriasis. Details of the availability of the

data for researchers are provided in Appendix 2.

Patients and methods

Patients

This study recruited adult patients with a diagnosis of chronic,
moderate-to-severe plaque psoriasis with or without psoriatic

© 2020 AbbVie Inc. British Journal of Dermatology

arthritis for at least 6 months before the baseline visit and
who were candidates for systemic therapy including secuk-
inumab. Patients had to demonstrate at least 10% body surface
area covered with psoriasis plaques, a static Physician’s Global
Assessment (sPGA) score of > 3, and a Psoriasis Area and
Severity Index (PASI) > 12 at screening and baseline. Patients
were not eligible to participate if they had a history of ery-
throdermic psoriasis, generalized or localized pustular psoriasis,
medication-induced or medication-exacerbated psoriasis, or
new-onset guttate psoriasis (or any other active skin disease)
that might interfere with the study assessments. Other exclu-
sion criteria included a history of inflammatory bowel disease
(based on warnings and precautions provided in the secuk-
inumab prescribing information), chronic infections, active
systemic infection (except common cold) during the last 2
weeks preceding the baseline visit, and history of malignancy,
except for successfully treated nonmelanoma skin cancer or
localized carcinoma in situ of the cervix, within the last 5
years. Previous exposure to risankizumab or secukinumab was

not permitted.

Study design and treatment

IMMerge was a phase III, international, multicentre, random-
ized, open-label, efficacy—assessor-blinded, active-comparator
study of up to 88 weeks’ total duration (Clinicaltrials.gov
identifier: NCT03478787). The study included a 30-day
screening period, and eligible patients were randomized in a
1 : 1 ratio via a centralized Interactive Response Technology
system to open-label treatment with risankizumab or secuk-
inumab for up to 64 weeks (Figure 1). Leading up to study
treatment initiation, patients were not allowed to use
phototherapy or any systemic nonbiologic treatment for 4
weeks, or systemic biologic treatment for 6 weeks or longer,
depending on the biologic. Risankizumab was administered as
two subcutaneous injections of 75 mg (150 mg total) at
weeks 0 and 4, and every 12 weeks thereafter until the last
dose at week 40, except for patients in France, who received
additional doses at weeks 52 and 64 to allow for continuous
treatment until it was commercially available for patients in
France. Secukinumab was administered as two subcutaneous
injections of 150 mg (300 mg total) at weeks 0, 1, 2, 3 and 4,
and every 4 weeks thereafter until the last dose at week 48.
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All study treatments were administered by healthcare profes-
sionals. The final efficacy assessment was performed at week 52.
Approximately 20 weeks after the final dose, study patients
were called by phone for a safety follow-up.

This study was performed at hospitals, academic medical
centres, clinical research units and/or private practices under
the supervision of certified dermatologists who had significant
experience in conducting clinical trials. The study was con-
ducted in accordance with the Good Clinical Practice guideline
as defined by the International Conference on Harmonisation,
the Declaration of Helsinki and/or all applicable federal and
local regulations and an institutional review board. All patients
provided written informed consent. The protocol, informed
consent forms and recruitment materials, and all participant
materials were reviewed and approved by institutional ethics
committees and/or institutional review boards.

Assessments

Efficacy assessments

Efficacy assessments were performed by a qualified physician
or designee at each study site at all appropriate study visits.
The efficacy assessor was fully trained on the protocol and
could not perform efficacy assessments prior to having com-
pleted all necessary training. The efficacy assessor remained
blinded to each patient’s treatment and clinical laboratory
results, and all safety data during the course of the study. The
efficacy assessor was instructed to document the dermatologi-
cal assessments on paper worksheets and was not allowed
access to patient electronic case report forms.

Efficacy endpoints

This study assessed two primary efficacy endpoints: (i) the
proportion of patients achieving an improvement in PASI of at
least 90% from baseline (PASI 90) at week 16 to assess the
noninferiority of risankizumab vs. secukinumab (noninferior-
ity margin of 12%), and (ii) the proportion of patients
achieving PASI 90 at week 52 to assess the superiority of
risankizumab vs. secukinumab. Efficacy

endpoints were

assessed prior to study drug administration at study visits

when both events occurred. To control for the overall type I
error at alpha = 0-05, we predistributed alpha to primary
endpoints as follows: week 16 alpha = 0-0375, week 52
alpha = 0-0125. If the primary endpoint at week 16 was
achieved, the remaining alpha would be passed to week 52
such that the alpha at week 52 would be increased to
0-05.”*** Secondary endpoints were assessed at week 52, and
were ranked and tested in sequential order, requiring statisti-
cally significant results before testing the subsequent endpoint.
In rank order, the secondary endpoints were the proportion of
patients who achieved PASI 100, the proportion of patients
who achieved an sPGA score of 0 or 1, and the proportion of
patients who achieved PASI 75, all evaluating the superiority

of risankizumab vs. secukinumab.

Safety assessment

Safety was assessed via treatment-emergent adverse events
(TEAEs), serious adverse events (AEs), AEs, and AEs of special
interest that led to discontinuation of study treatment. Major
adverse cardiovascular events (MACEs) and events of anaphy-
laxis were to be confirmed by adjudication committees
blinded to the study drug. Vital signs, laboratory tests, physi-
cal examinations and electrocardiogram measurements were
also performed.

Statistical analysis

Study size determination

Study size was determined by considering that approximately
310 patients (155 per treatment group) would provide > 90%
power to detect the difference between treatment groups in
PASI 90 at week 52 using a two-sided alpha level of 0-0125,
and 90% power to determine the noninferiority of risankizu-
mab relative to secukinumab using a tolerance limit of 12%
and a two-sided alpha level of 0-0375 at week 16.2*%°

Endpoint analyses and imputation

Efficacy endpoints were determined using the intent-to-treat
population, defined as all patients randomized at baseline.

Screening
(30 days)

Randomized 1:1

Risankizumab 150 mg (n = 164)

Secukinumab 300 mg (n = 163)

Visit Week

v = Dosing
A French Dosing

Figure 1 Study design. The hatched area from week 52 to week 64 corresponds to two additional doses administered to patients in France. The

additional doses did not affect efficacy assessments performed at week 52.
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Categorical variables were assessed using the Cochran—Mantel—
Haenszel test adjusting for stratification by weight (< 100 kg
vs. > 100 kg) and prior systemic biologic use for psoriasis
(none vs. at least one). The noninferiority margin of 12% for
the rate of PASI 90 at week 16 was chosen as it was expected
to preserve 80% of the treatment effect of secukinumab over
placebo.

Missing efficacy data were accounted for using nonrespon-
der imputation, whereby any patient who had a missing value
at a study visit was categorized as a nonresponder for that
visit, unless the patient was a responder both before and after
a specific visit window. Safety analyses were performed on all
intent-to-treat patients who received at least one dose of study
drug (safety population). Statistical analyses were performed
using SAS version 9-4 (SAS Institute, Inc., Cary, NC, USA)
using the Unix operating system.

Results

Patients

Of 409 patients screened, in total 327 from Canada, France,
Germany, Italy, the Netherlands, Poland, Spain, the UK and
the USA were randomized to risankizumab 150 mg (n = 164)
or secukinumab 300 mg (n = 163) (Figure 2). Totals of 162
(98:8%) and 150 (92:0%) patients randomized to risankizu-
mab and secukinumab, respectively, completed week 16 of
the study, while 151 (92-1%) and 135 (82-8%), respectively,
completed week 52. The study was conducted from
May 2018 (first patient screened) through March 2020 (last
patient follow-up).

The patient demographics and disease characteristics are
summarized in Table 1. The mean + SD patient age was 47-1
£ 14-1 years and 65-1% were male. At baseline, patients had
a mean £ SD PASI of 19:9 & 7-2, and 84-7% of patients had
an sPGA score of 3.

Efficacy assessments

Primary efficacy endpoints

The results of the two primary efficacy analyses showed that
73-8% (n = 121) of patients randomized to risankizumab
achieved PASI 90 at week 16 compared with 65-6% (n = 107)
of patients randomized to secukinumab. The difference in pro-
portions of PASI 90 responders between groups (adjusted for
stratification factors) was 8-2% [96-25% confidence interval
(CI) —2-2 to 18-6], which fell within the 12% noninferiority
margin; thus, the primary endpoint of noninferiority of risan-
kizumab to secukinumab at week 16 was met (Figure 3). At
week 52, 86:6% (n = 142) of patients randomized to risanki-
zumab achieved PASI 90 compared with 57-1% (n = 93) of
patients randomized to secukinumab. The adjusted difference
was 29-8% (95% CI 20-8-38-8, P < 0-001) (Figure 3); thus,
the primary endpoint of superiority of risankizumab to secuk-
inumab at week 52 was met.

© 2020 AbbVie Inc. British Journal of Dermatology

Secondary efficacy endpoints

At week 52, 65:9% of patients randomized to risankizumab
vs. 39-9% randomized to secukinumab achieved PASI 100,
resulting in an adjusted difference of 26-2% (95% CI 15-9—
36-5, P < 0-001; Figure 4a). An sPGA score of 0 or 1 was
achieved in 87-8% of patients treated with risankizumab and
58:3% of patients treated with secukinumab at week 52, an
adjusted difference of 29-8% (95% CI 20-9-38-8, P < 0-001;
Figure 4b). PASI 75 was achieved by 89-6% of patients treated
with risankizumab compared with 69:9% of patients treated
with secukinumab, an adjusted difference of 20-0% (95% CI
11-7-28:3, P < 0-001; Figure 4c). Thus, all secondary end-
points demonstrated superiority for risankizumab vs. secuk-
inumab at week 52.

Safety

In the safety analysis, TEAEs were reported for 117 (71-3%)
patients treated with risankizumab and 116 (71-2%) patients
treated with secukinumab (Table 2). Serious AEs were
reported for nine (5-5%) and six (3:7%) patients treated with
risankizumab and secukinumab, respectively; no patients died
during the study. The most commonly reported TEAEs for
risankizumab were nasopharyngitis, upper respiratory tract
infection, headache, diarrhoea and bronchitis
(Table 2).

In total eight (4-9%) patients in the secukinumab arm dis-

arthralgia,

continued study treatment because of AEs, compared with two
(1-2%) patients treated with risankizumab. Three patients dis-
continued treatment with secukinumab because of events con-
sidered by the study investigators to be related to study
treatment. These events included arthralgia in one patient;
ulcerative colitis in one patient; and chest discomfort,
lethargy, rash and throat tightness in one patient. The two
events that led to discontinuation in the risankizumab group
(hepatomegaly and suicidal ideation) were not considered
related to study treatment.

Two patients treated with risankizumab experienced nonfa-
tal myocardial infarctions that were confirmed as MACEs by
the adjudication committee. The first event occurred on study
day 105 in a 49-year-old man who was a smoker at the time
of the event with a 35-year smoking history (15 cigarettes per
day), was overweight with poor dietary habits, and had a
strong family history of early myocardial infarction (both par-
ents had cardiac disease in their early 40s). The second event
occurred on study day 311 in a 72-year-old man who was a
smoker at the time of the event with a 20-year smoking his-
tory (10 cigarettes per day), and had a medical history of
hyperlipidaemia and a family history of heart failure. Neither
event was considered to have a causal relationship with risan-
kizumab treatment and both patients remained in the study
without treatment interruption. No MACEs occurred in
patients treated with secukinumab.

Other TEAEs of special interest are presented in Table 2.
Three patients in the risankizumab arm experienced serious
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| 409 patients assessed for eligibility |

82 ineligible:
71 did not meet entry criteria

v

| 327 randomly assigned

P 3 lost to follow-up
4 withdrew
4 other

A 4

h 4

| 164 assigned to 150-mg risankizumab | |

163 assigned to 300-mg secukinumab |

A 4

A 4

| 162 (98:8%) completed week 16 | |

150 (92:0%) completed week 16 |

v

A 4

| 151 (92:1%) completed week 52 | |

135 (82:8%) completed week 52 |

15 (9:1%) discontinued study drug:
2 (1-2%) adverse event
1 (0-6%) protocol deviation
1 (0-6%) lack of efficacy
6 (3:7%) lost to follow-up
5 (3:0%) withdrew consent

31 (19-0%) discontinued study drug:
8 (4:9%) adverse event
3 (1-:8%) protocol deviation
8 (4-9%) lack of efficacy
8 (4-9%) lost to follow-up
2 (1-:2%) withdrew consent
3 (1:8%) other

Figure 2 Patient disposition. “Some patients had discontinued the study drug as described below.

infections (two experienced urinary tract infections, and one
experienced histiocytic necrotizing lymphadenitis). One case
of new-onset inflammatory bowel disease (ulcerative colitis)
occurred in a patient treated with secukinumab, which was
considered serious and related to treatment, and led to treat-
ment discontinuation. There were no cases of new-onset
inflammatory bowel disease among patients treated with risan-
kizumab. Candida infections (including oral and vulvovaginal
candidiasis) were reported for seven patients overall and were
evenly distributed between groups (three and four patients
treated with risankizumab and secukinumab, respectively).

Discussion

In this phase III trial of adult patients with moderate-to-severe
plaque psoriasis, risankizumab was noninferior to secuk-
inumab at week 16 (difference of 8:2% in PASI 90 response
rate between groups, which fell within the predetermined
noninferiority margin), and superior at week 52 based on
PASI 90 (primary endpoint), as well as PASI 100, sPGA 0/1
and PASI 75 (secondary endpoints). The safety profile of
risankizumab in this study is comparable with that of secuk-
inumab, and no new safety concerns were identified during
the study.

Overall, the efficacy and safety results observed in this trial
are generally consistent with those seen in the other phase III
risankizumab efficacy and safety studies, further supporting its

British Journal of Dermatology (2021) 184, pp50-59

benefit-to-risk profile for the treatment of moderate-to-severe

Ceic 18.23,26-31
plaque psoriasis.

The efficacy and safety of secuk-
inumab observed in this study are also consistent with efficacy
and safety findings noted in previous phase III trials, validating
its  consistent  performance in  controlled  clinical
trials.*®***" 31733 The trend we observe in this study of a
smaller difference in PASI 90 response between IL-23— and
IL-17A-targeted treatments at week 16 followed by larger dif-
ferences favouring the IL-23 inhibitor after 52 weeks of treat-
ment are consistent with results from a previous phase III
study.®!

Recent clinical trials with biologic agents, including those
with risankizumab and secukinumab where psoriasis treatment
was assessed for improvements in quality of life,"®?*** high-
light the importance of patients’ experiences when they
undergo treatment for this condition. The results from our
study demonstrate that, under the indicated treatment regi-
mens, risankizumab provides efficacy that is noninferior to
secukinumab at week 16 (after seven doses of secukinumab
vs. two doses of risankizumab), and superior efficacy at
week 52 (16 doses of secukinumab vs. five doses of risankizumab).

Two patients who experienced MACEs — both in the risanki-
zumab group — had pre-existing risk factors for cardiovascular
disease. Neither event was considered drug related, which is
consistent with findings from other phase III trials.'®?**'
Ulcerative colitis is another event of interest based on epi-
demiological reports,

suggesting a potential relationship
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Table 1 Baseline demographics and disease characteristics

Risankizumab Secukinumab
150 mg 300 mg
Characteristic (n=164) (n=163)
Age (years), mean £ SD 47-3 + 13-4 46-8 £ 149
Male, n (%) 112 (68-3) 101 (62:0)
Race, n (%)
White 151 (92:1) 144 (88-3)
Black/African American 6 (3-7) 6 (3-7)
Asian 6 (3:7) 11 (6:7)
Other 1 (0-6) 2 (1:2)
Hispanic or Latino 37 (22-6) 34 (20-9)
ethnicity, n (%)
Bodyweight category, n (%)
<100 kg 112 (68-3) 109 (66:9)
> 100 kg 52 (31-7) 54 (33-1)
Duration of plaque 18:6 = 126 17-4 & 13-2
psoriasis
(years), mean £ SD
sPGA category, n (%)
3 140 (85-4) 137 (84-0)
4 24 (14-6) 25 (15-3)
< 3 or missing 0 1 (0-6)
Body surface area 23-8 £ 13-8 26-0 £ 16-1
(%), mean £ SD
PASI, mean & SD 19-8 £ 63 20-1 £ 8-1
Previously used biologics 62 (37-8) 58 (35-6)
for psoriasis, n (%)
IL-17 inhibitor 13 (7-9) 12 (7-4)
IL-23 inhibitor 3 (1-8) 2 (1-2)
Tumour necrosis 38 (23-2) 38 (23:3)
factor inhibitor
IL-12/IL-23 inhibitor 15 (9-1) 22 (13-5)

IL, interleukin; PASI, Psoriasis Area and Severity Index;

sPGA, static Physician’s Global Assessment.

between inflammatory bowel disease and psoriasis, and there
are reports indicating that IL-17 inhibitors may be associated
with new cases or exacerbation of existing cases of inflamma-
tory bowel disease.>**® Only one event of ulcerative colitis
was observed in the current study, but it was considered seri-
ous and related to treatment with secukinumab, and resulted
in the patient’s discontinuation from study treatment. In gen-
eral, our safety findings were consistent with the overall safety
profile of risankizumab as demonstrated by 2673 patients
investigated in the pivotal clinical trial programme,'s‘zo‘m 39

We also observed that a larger proportion of patients dis-
continued treatment with secukinumab than risankizumab
(17-2% and 9.1%, respectively). The data demonstrate that
this difference is largely driven by differences in efficacy and
AEs between groups. Specifically, eight patients in the secuk-
inumab arm vs. one patient treated with risankizumab discon-
tinued treatment due to lack of efficacy, while an additional
eight patients in the secukinumab arm vs. two in the risanki-
zumab arm discontinued due to AEs (Figure 2).

As reported in clinical trials and registries, there is a loss of
efficacy of biologic agents over time, and this is an important
consideration when treating patients with plaque psoriasis.
Long-term studies of the tumour necrosis factor-o inhibitors
adalimumab, etanercept and infliximab all demonstrate there
is a loss of treatment response over time, and that this loss of
efficacy may lead to more than half of all discontinuations
from studies in which tumour necrosis factor-o inhibitors are
analysed.**** Agents that target the IL-23/IL-17 immunologi-
cal pathway, such as risankizumab, secukinumab and the
IL-12/1L-23 inhibitor ustekinumab, appear to have improved

20,23,34,44—49

long-term efficacy. Our data show that there is

superior efficacy of risankizumab to secukinumab over
52 weeks. Formal comparisons evaluating longer-term mainte-

) 50
nance of response and duration of treatment are needed.

PASI 90
Week 16 adjusted difference: Week 52 adjusted difference:
100 -~ 8:2% (-2+2, 18:6); noninferior 29:8% (20:8, 38:8); P < 0:001
* * & i . * 3 T
* i
80 74 g7 87 89 90 .o 88 go|sg7
L 81
® 60 s _ .
66 -
; 63 63 64 63 u
2 62 61 59 60|,
20
§ 40 B Risankizumab (N = 164)
M Secukinumab (N = 163)
20 * P < 0-001 nominal
1 P < 0-001 multiplicity controlled
+P=0039
0 T r T T T T T T T T
Week: 0 4 8 12 16 20 24 28 32 36 40 44 48 b52

Figure 3 Primary efficacy results. Proportions of patients with > 90% reduction in Psoriasis Area and Severity Index (PASI 90) at week 16 and
week 52. Risankizumab was noninferior to secukinumab at week 16 based on a noninferiority margin of 12%, and superior to secukinumab at
week 52 (P < 0-001). Data were assessed for the intent-to-treat population. The adjusted-difference confidence interval (CI) values were 96-25%
CIat week 16 and 95% CI at week 52. P-values were calculated from the Cochran—Mantel-Haenszel test, stratified by weight (< 100 kg vs. > 100 kg) and

prior systemic biologic use for psoriasis. Nonresponder imputation was used for missing data.
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Figure 4 Secondary efficacy results. Proportions of patients achieving
(a) 100% reduction in Psoriasis Area and Severity Index (PASI 100),
(b) static Physician’s Global Assessment (sPGA) of 0 or 1 and (c) PASI
75 at week 52. Significantly more patients treated with risankizumab
achieved all secondary endpoints than did patients treated with
secukinumab (P < 0-001), demonstrating superiority of risankizumab
over secukinumab. Secondary endpoints (week 52) are indicated by the
boxed regions. Data were assessed for the intent-to-treat population.
The adjusted-difference confidence interval was set at 95%. P-values
were calculated from the Cochran—Mantel-Haenszel test, stratified by
weight (< 100 kg vs. > 100 kg) and prior systemic biologic use for

psoriasis. Nonresponder imputation was used for missing data.
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Table 2 Summary of treatment-emergent adverse events (TEAEs)®

Patients, n (%)

Risankizumab  Secukinumab
150 mg 300 mg
Parameter (n=164) (n=163)
Any TEAE* 117 (71:3) 116 (71-2)
SAEs 9 (55) 6 (37)
Severe (grade > 3) TEAE 11 (6-7) 7 (4-3)
TEAE possibly related to 49 (29-9) 46 (28-2)
study drug
SAE possibly related to 1 (0-6) 1 (0-6)
study drug
TEAE leading to drug 2 (1-2) 8 (49)
discontinuation
Deaths 0 0
TEAEs of special interest
Adjudicated MACE 2 (1-2) 0
Serious infection 3 (1-8) 0
Tuberculosis 0 0
Malignant tumours 1 (0-6) 3 (1-8)
Malignant tumours 0 0
(non-NMSC)
Serious hypersensitivity 0 1 (0-6)
Any TEAE with > 5% frequency
Nasopharyngitis 35 (21:3) 27 (16-6)
Upper respiratory tract 21 (12:8) 14 (8-6)
infection
Headache 9 (5-5) 15 (9-2)
Arthralgia 9 (5-5) 10 (6:1)
Diarrhoea 9 (5-5) 9 (5-5)
Bronchitis 3 (1-8) 11 (6:7)

MACE, major adverse cardiovascular event; NMSC, nonmelanoma
skin cancer; SAE, serious adverse event. “Defined as adverse
events occurring with an onset within 20 weeks after the last
dose of study drug administration.

This study’s limitations include the open-label design; how-
ever, a blinded efficacy assessor was used to determine efficacy
and the observed results were within those reported from
other double-blinded studies evaluating these compounds.
This study design was also used in recent active-comparator
studies in plaque psoriasis and psoriatic arthritis.”'** Another
possible limitation is that differences in time between the last
dose and the last efficacy assessment may have impacted the
results because the half-lives of the treatments are similar.”>*®

In conclusion, in this phase III, active-comparator clinical
trial, risankizumab demonstrated noninferior efficacy to secuk-
inumab after 16 weeks, and superior efficacy after 52 weeks
of treatment. These data may help inform practitioners when
selecting a biologic therapy for their patients with moderate-
to-severe plaque psoriasis.
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