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OBJECTIVE

To evaluate the effectiveness of risankizumab in achieving
National Psoriasis Foundation—defined on-treatment remission
during the LIMMitless open-label extension study

CONCLUSIONS

A high proportion of patients with moderate-to-severe psoriasis
achieved on-treatment remission with risankizumab

Achievement of on-treatment remission was associated with

quality-of-life improvements that were maintained through
148 weeks
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BACKGROUND

* Psoriasis is a chronic inflammatory skin disease that often requires
long-term therapy

* Broad availability of highly effective systemic treatments is
making remission in patients with moderate-to-severe psoriasis
iIncreasingly relevant

 Although current treatment guidelines are aimed at achieving remission,
the definition of on-treatment remission in psoriasis has not been
well described

* Recently, the National Psoriasis Foundation published a consensus
statement defining on-treatment remission for patients with psoriasis
as maintaining a body surface area involvement of 0% (BSA 0) or an
Investigator’s Global Assessment score of 0 for at least 6 months’

» Risankizumab (RZB) selectively inhibits interleukin 23, a key
inflammatory driver of psoriasis, and is approved for the treatment
of moderate-to-severe plaque psoriasis in adults

* In the LIMMitless open-label extension (OLE) study, a large proportion
of patients with moderate-to-severe psoriasis achieved and maintained
a high degree of disease control with long-term RZB treatment?

* We report achievement of on-treatment remission among patients
receiving RZB during the LIMMitless OLE study

METHODS

LIMMitless (NCT03047395)%°

* A phase 3, global, multicenter, OLE study that evaluated the
long-term efficacy and safety of RZB 150 mg through 304 weeks of
continuous treatment

— Adults with moderate-to-severe plague psoriasis who were randomly
assigned to receive RZB 150 mg and completed 1 of 5 double-blind,
placebo-controlled, phase 2/3 studies (UltIMMa-1, UltIMMa-2, SustalMM,
IMMvent, or NCT03255382) were eligible to enroll

— Patients continued receiving open-label RZB 150 mg once every
12 weeks

» Efficacy was assessed by the proportion of patients who achieved static
Physician’s Global Assessment of clear (sPGA 0), 100% improvement
from baseline in Psoriasis Area and Severity Index (PASI 100), and
Dermatology Life Quality Index of no effect on quality of life (DLQI 0/1),
among other assessments

On-Treatment Remission

* Assessed as the proportion of patients who achieved sPGA 0 or PASI 100
and maintained the response for 26 or 212 months with 0 missed visits
during the first 3 years of the LIMMitless study

» Correlations between BSA 0 and sPGA 0 or PASI 100 were established
to support assessment of on-treatment remission based on sPGA 0 and
PASI 100

— Data from a phase 3, open-label, active-comparator study (IMMerge
INCT03478787]) that compared RZB with secukinumab were used*

— Proportions of patients who achieved BSA 0 and sPGA 0 or PASI 100
at weeks 16 and 52 were tabulated

— BSA 0O strongly correlated with sPGA 0 and PASI 100 at weeks 16 and 52
(tetrachoric coefficients >0.99)

Effect of On-Treatment Remission on Quality of Life

* Achievement of DLQI 0/1 was assessed among patients who achieved on
treatment remission per sPGA 0 or PASI 100 for 26 or 212 months during
the first 3 years of LIMMitless and had O missed visits

Analysis and Statistics

* A rolling statistical analysis was used

* An index date was defined as the first visit where a patient achieved
sPGA 0 or PASI 100

» Data were reported as observed cases with no imputation for missing data

» Safety has been reported for this population? and was not analyzed
separately for this analysis

RESULTS

Patients

» 897 patients enrolled in LIMMitless (Table), and 661 (73.7%) completed
the study

Table. Patient Demographics and
Baseline Characteristics

RZB 150 mg

Characteristic?® N = 897
Male, n (%) 633 (70.6)
Age, years, mean (SD) 46.9 (13.5)
Weight, kg, mean (SD) 88.5 (22.4)
Psoriatic arthritis,*® n (%) 195 (23.3)
Prior treatment, n (%)

Naive to systemic therapy® 259 (30.9)

Prior biologic therapy* 317 (37.8)

Prior TNF antagonist therapy 163 (19.5)
BSA involvement, %, mean (SD) 26.7 (16.5)
PASI, mean (SD) 20.5 (8.0)
sPGA, n (%)

Moderate (score of 3) 723 (80.6)

Severe (score of 4) 167 (18.6)
DLQI, mean (SD) 13.9 (7.2)

BSA, body surface area; DLQI, Dermatology Life Quality Index; PASI, Psoriasis Area and Severity Index; Q, quartile; RZB, risankizumab; sPGA, static
Physician’s Global Assessment; TNF, tumor necrosis factor.

Data were previously reported ?

2Baseline at the start of base study.

®Diagnosed or suspected.

°Based on n = 838; data were not collected in NCT03255382.

On-Treatment Remission in LIMMitless

* On-treatment remission rates defined by sPGA 0 and PASI 100
were highly similar, indicating strong concordance between these
2 measures (Figure 1)

— More than 70% of patients in LIMMitless achieved and maintained
on-treatment remission for at least 6 months

— Two-thirds of patients in LIMMitless achieved and maintained
on-treatment remission for at least 12 months

Figure 1. Achievement of On-Treatment
Remission for 26 and 212 Months
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PASI 100, 100% improvement from baseline in Psoriasis Area and Severity Index; RZB, risankizumab; sPGA 0, static Physician’s Global Assessment of clear.

On-treatment remission was defined as achieving and maintaining sPGA 0 or PASI 100 for 26 or 212 months with 0 missed visits during the first 3 years
of LIMMitless.

* DLQI O/1 response rates were high among patients who achieved
on-treatment remission per sPGA O (Figure 2A) and PASI 100 (Figure 2B)
and were maintained at high levels through week 148

Figure 2. DLQI 0/1 Achievement by
On-Treatment Remission Status
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DLQI 0/1, Dermatology Life Quality Index of no effect on quality of life; PASI 100, 100% improvement from baseline in Psoriasis Area and Severity Index;
sPGA, static Physician’s Global Assessment of clear.
On-treatment remission was defined as achieving and maintaining sPGA 0 or PASI 100 for 26 or 212 months with 0 missed visits during the first 3 years
of LIMMitless.
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