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Japanese and Caucasian Participants: Feasibility of

Including Asian Participants in a Phase 1II Study of Enpatoran
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Pharmacokinetics

Enpatoran exposure was comparable between the
A single dose of enpatoran up to 300 mg was well two ethnic groups and appeared dose-proportional

Number (%) | 100m8 | 200mg | 300mg

TEAEs 0 1(17) 3 (50) 0 3 (50) 3 (50)

Q CONCLUSIONS

UTEELE Y 0 1(17)* 2(33 0  2(33)* 1(17)

These ethno-bridging study results ) ; . . related TEAEs
support an Asia-inclusive global tolerated in healthy Japanese and Caucasian participants Japanese/Caucasian Geo LS means (90% CI): cmild diarrhea: ‘mild flatulence: ‘moderate headache
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' agreement with the first-in-human study?2 related TEAE

Dose-normalized A) C__ and B) AUC___ by
ethnic group

]
e Enpatoran is a novel, highly selective and potent dual TLR7 and TLRS8 inhibitor E s s i Enpatoran effectively inhibited ex vivo-stimulated
e Enpatoran may treat autoimmune disorders including SLE and CLE ; o -f‘ - cytokine release, with high inhibition levels (76-97%)
. i . 0o = H p) 0 ) .
e In a first-in-human study in healthy participants, enpatoran was well tolerated and showed a linear PK profile 2 s sustained over 24 hours in a dose-dependent manner
" oo — —— Arithmetic mean IL-6 inhibition over time in
apanese aucasian

A) Japanese and B) Caucasian participants

OBJECTIVES METHODS
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Japanese and Caucasian participants participants | N S 40- { :
Japanese and Caucasian participants were matched x ‘o f 2 a0-
To e:xplore the ex-vivo PD_effects o bt (4909 ® 100, 200 or 300 mg - F N
of single dose administration of weight (+20%) enpatoran single dose; g ‘ — - - -
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_ . tablet formulation Japanese Caucasian B 100 wunoue -
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ADDITIONAL CONTENT: WILLOW study design for lupus

WILLOW TRIAL: Global Phase II, basket proof-of-concept, dose-finding, randomized, double-blind, placebo-controlled 24-week study with two lupus cohorts (NCT05162586)1
Please see published EULAR 2022 abstract: Morand E, et al. Ann Rheum Dis. 2022;Suppl:AB0444
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Abbreviations: BICLA, BILAG-Based Composite Lupus Assessment; BILAG, British Isles Lupus Assessment Group; CLA-IGA, Cutaneous Lupus Activity Investigator's Global Assessment; CLASI, Cutaneous Lupus Erythematosus Disease Area and Severity Index; CLE, cutaneous lupus erythematosus; CS, corticosteroids;
DBPC, double-blind placebo-controlled; DLE, discoid lupus erythematosus; LLDAS, Lupus Low Disease Activity State; PROs, patient reported outcomes; R, randomized; SCLE, subacute cutaneous lupus erythematosus; SLE, systemic lupus erythematosus; SLEDAI, Systemic Lupus Erythematosus Disease Activity Index; SRI-4, SLE Responder Index-4

Cohort A (N ~ 100)

e CLE (active SCLE and/or DLE) with CLASI-A =8 OR
e SLE with CLASI-A =8 AND BILAG 1B, Cor D

Cohort B (N ~ 340)

e Active SLE with BILAG 1A/2B AND 1 or 2 of:

o CLASI-A =8
o SLEDAI =26

e Cohort A and Cohort B Part 1 will start in parallel

e Part 2 will activate when ~60 patients are enrolled in Cohort B

Part 1 and may be adapted to improve dose finding Flares
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