All Subcomponents of the
Cutaneous Lupus Erythematosus
Disease Area and Severity
Index—Activity (CLASI-A) are
Relevant to Identify and Detect
Changes in Skin Activity

OBJECTIVES

@® To evaluate the anatomical distribution of

CLASI-A subcomponents and contribution of all
five CLASI-A subcomponents to the total score
change from baseline to Week 16 in participants
with cutaneous lupus erythematosus (CLE) in
the Phase 2 LILAC study.!

To evaluate the association between
sunlight-exposed body areas and severity of
symptoms across the CLASI-A subcomponents.

CONCLUSIONS

®
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No single subcomponent of the measure drives
the CLASI-A score or CLASI-A score changes.

CLASI-A can identify skin activity in terms of
both the overall severity and changes in exposed
areas that are most vulnerable to photosensitivity
and that are important to patients.

These findings support the relevance of all
five subcomponents of CLASI-A in describing
disease activity in CLE.

Our analyses also underline CLASI-A as an
appropriate instrument to evaluate disease
activity in CLE in clinical trials.
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SynopS|s

Part B of the Phase 2 LILAC study (NCT02847598; N=132) demonstrated
the efficacy of litifilimab versus placebo, with a significant decrease in percent
change from baseline in CLASI-A score at Week 16 in participants with active
CLE with or without systemic lupus erythematosus (SLE)."

Phase 3 studies are ongoing to further assess the efficacy and safety of litifilimab
in CLE (NCT05531565) and SLE (NCT04895241, NCT04961567).>*

CLASI-A has been used as a primary or secondary outcome in previous clinical
trials in SLE or CLE"®7 to measure skin disease activity across 13 anatomical
locations, based on five clinical subcomponents: Erythema, Scale/Hypertrophy,
Mucous Membrane Lesions, Recent Hair Loss (preceding 30 days), and
Non-scarring Alopecia.?

This exploratory analysis assessed the contribution of each CLASI-A
subcomponent individually.

Methods

» Study design and baseline characteristics for LILAC Part B participants were

previously reported.’

The distribution of the CLASI-A clinical subcomponents for the pooled LILAC

Part B population (all litiflimab doses and placebo; N=132) was analyzed by

anatomical location at baseline and at Week 16.

For the following CLASI-A subcomponents, CLASI-A scores are categorized

as follows:

— Erythema (0: absent; 1: pink; 2: red; 3: dark red).

— Scale/Hypertrophy (0: absent; 1: scale; 2: verrucous/hypertrophic).

— Mucous Membrane Lesions (0: absent; 1: lesion/ulceration).

— Recent Hair Loss (0: no; 1: yes).

— Non-scarring Alopecia (0: absent; 1: diffuse, inflammatory; 2: focal or patchy
in one quadrant; 3: focal or patchy in more than one quadrant).

Changes in CLASI-A scores by subcomponent for the pooled study population

at Week 16 were evaluated using point improvement / worsening from baseline

at each anatomical location.

Data are reported as observed without imputation of missing data.

Results
Distribution of Symptom Severity at Baseline

In the pooled population, a higher proportion of participants reported ‘red’
(score 2; range across anatomical areas: 25.0%-34.1%) and ‘dark red’

(score 3; range: 2.3%—18.9%) erythema in the more sunlight-exposed areas
of the front V-neck area, ears, arms, nose (including malar area), and rest of
the face than in the less-exposed areas of the feet, legs, and abdomen
(Figure 1A; Figure 2).

Baseline scores for Scale/Hypertrophy are shown in Figure 1B, and those for
Mucous Membrane Lesions, Recent Hair Loss, and Non-scarring Alopecia are
shown in Table 1.

Distribution of Change in Symptom Severity From Baseline

At Week 16, improvements in CLASI-A scores by subcomponents were observed
at all anatomical locations in the pooled population; these were consistent with
the distribution of scores at baseline, with large improvements also observed in
more highly exposed areas (Figure 1C; Figure 1D; Table 1).
— Both 1-point and 2-point improvements in the Erythema subcomponent
score were reported at all anatomical locations, in up to 33.3% and 12.4% of
participants per location, respectively.
— A 3-point improvement in Erythema was observed at almost all locations,
in up to 2.9% of participants per location.
— Similar findings were observed for Scale/Hypertrophy.

The CLASI-A tool was able to capture both improvement and worsening of disease.

Figure 1. Distribution of CLASI-A Subcomponent Scores at Baseline (A, B) and Change From Baseline to Week 16 (C, D) for Each
Anatomical Location
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Participants from all treatment arms in LILAC Part B are included (N=132). Results are based on observed data; no imputation for missing data was conducted for this analysis. Values represent the full range of possible scores for each component. CLASI-A = Cutaneous Lupus Erythematosus
Disease Area and Severity Index—Activity; pt = point(s).

Figure 2. Distribution of Erythema Severity by Anatomical Location
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Size of circle is proportional to the level of distribution of ‘red’ and ‘dark red’ scores for each anatomical location, which is defined as
Erythema severity. Larger circle size indicates greater Erythema severity.

Table 1. Distribution of CLASI-A Mucous Membrane Lesions, Recent
Hair Loss, and Non-scarring Alopecia Subcomponent Scores at
Baseline and Change in Score From Baseline to Week 16

Distribution of Scores at Baseline (N=132), n (%)

Recent Hair Loss Non-scarring Alopecia

Lesions/ : Focal/. Focal{
Absent ulceration \[e] Yes Absent Diffuse patchy in patchy in
(0) (1) (0)) (1) (0) ) 1 quadrant >1 quadrant
(2) (3)
105 27 62 70 46 26 9 51
(79.5) (20.5) (47.0) (53.0) (34.8) (19.7) (6.8) (38.6)

Distribution of Change in Score From Baseline to Week 16 (N=105), n (%)

_ Recent Hair Loss Non-scarrlng AlopeCIa

18 85 2 11

(17.1) (81.0) (1.9) (31.4) (62.9) (5.7) (5.7) (1.9) (10.5) (78.1) (3.8) (0.0) (0.0)

Participants from all treatment arms in LILAC Part B are included (N=132). Results are based on observed data; no imputation for missing
data was conducted for this analysis. Values represent the full range of possible scores for each component. CLASI-A = Cutaneous Lupus
Erythematosus Disease Area and Severity Index—Activity; MML = Mucous Membrane Lesions.
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