Study Assessments and Data Analysis - Similarly, percentage change from baseline in ISS7 Figure 4. Mean percentage change from baseline in HSS7

| Fiqure 3) and HSS7 (Fiqure 4) were by visit up to week 52 (observed data; pooled full
><) Shaila Gogate | su.gogate@coloradoallergy.com INTRODUCTION . Mean percentage change from baseline (CFB; observed (Fig ) | | ( g ) analysis set)
_ - _ _ g : klv Urticaria Activity S UAS7 | — Week 1 (remibrutinib vs placebo): ISS7 = 37.0% vs
 Chronic spontaneous urticaria (CSU) is characterized by the spontaneous ata) in weekly rticaria Activity Score ( . ), weexkly 9.8%: HSS7 = 39.8% vs 10.1% 27
E I A d S t . d occurrence of itch, wheals (hives), and/or angioedema lasting for more than gCh Se(\I/—IeS”éyﬂscore g2337), I?nd weekly HIVZS Severity Week 24 (remibrutinib vs placebo): ISS7 = 71.9% vs a0 %1
: - T - 1 core over 52 weeks was assesse B : — 1.9/ AR
ar y n us al ne 6 weeks, without an identifiable trigger 51.3%: HSS7 = 73.8% vs 50.0% 2] 267 Patets ensione o lacebo

-30 —
.35 —

Remibrutinib, an oral, highly selective Bruton’s tyrosine kinase inhibitor, has * Data were analyzed descriptively and presented as /

— Week 52 (patients randomized to remibrutinib):

Percent change from baseline in HSS7
(Mean * SE)

Effl cacy Of Rem ) ertl NI b shown superior efficacy at week 12 vs placebo and a favorable safety profile mean * standard deviation or percentage 1SS7 = 73.6% and HSS7 = 75.29% e
in the phase 3 REMIX-1/-2 studies when administered as an add-on | | ) | o el
I Ad It P t' t W'th medication in patients with CSU who remain symptomatic despite treatment RESULTS * Patients who transitioned from placebo to remibrutinib 5
n U a Ie n S I with second-generation H,-antihistamines (H,-AH)? at week 24 also showed a substantial reduction in mean 5 — 0
: .. * This analysis included 606 and 306 patients receiving UAS7, ISS7, and HSS7 as early as week 25 and were 70 o
- Remibrutinib has been recently approved by the FDA for the treatment of e . . 75 5 <

. : . . : : B remibrutinib and placebo, respectively further sustained up to week 52. The subsequent 80 — -75.2 752

OO e na s Is CSU in adult patients who remain symptomatic despite H,-AH use _ _ . T ———T—T—————T—T—T—T

| e In general patient demographics and baseline percentage |mprovements at week 25 were UAS7 = 66.8 A), 012 4 6 8 10 12 14 16 18 20 22 242526 28 30 32 34 36 38 40 42 44 46 48 50 52

| CharaCterl’SthS Were We” balanced between the ISS7 — 656%, and HSS7 — 675%, and thOSG at Week 52 Number.ofe.v.aluablepgtientsateachvisit Week
Of REMIX-1/-2 Studies OBJECTIVE el and Pceb0 roups b e (Tabla 1) Wero UAST = 76.5% 1SS7 =742 and HSST =758% TS L e 1 e ke e e
. . . - Table 1_ Patient demo ra hics and basellne Figure 2- Mean percentage Change from baseline in UAS7 —@— Oral remibrutinib 25 mg bid — Placebo — Oral remibrutinib 25 mg bid
This pooled analysis of data from the REMIX-1 and REMIX-2 studies assessed grap by visit up to week 52 (observed data; pooled full Wesk 0 represents baseline values.

characteristics (pooled full analysis set) bid, twice daily; HSS7, weekly Hives Severity Score; SE, standard error.

the long-term efficacy (52 weeks) of remibrutinib in reducing disease activity analysis set)

Shaila Gogate,’ Michael Palumbo,? Ana Maria Overall Safety Profile

* In the pooled safety analysis, remibrutinib showed
477 favorable safety and tolerability across the REMIX-1 and
284 Patients transitioned from placebo to REMIX_2 StUdleS

4 * The incidence of at least one adverse event (AE) up to
week 24 was comparable between remibrutinib (64.9%)
and placebo (64.7%) patients (Table 2)

* The exposure-adjusted incidence rates of AEs, serious

0 —

Giménez-Arnau,® Shiqin Tao,* Michihiro Hide,> METHODS Oral o
Karine Lheritier,® Paula Machado,” Knut Brockow?®

remibrutinib 10 —
-15 —
-20 —
-25 —
-30 —
_35 —
-40 —
-45 —
-50 —
-55 —
-60 —
-65 —

Study Design 2(3 r:gG 50;;1

'Colorado Allergy & Asthma Centers, Denver, CO, USA; Allergy and
Clinical Immunology Associates, Pittsburgh, PA, USA; 3Department of « REMIX-1 and REMIX-2 were identical, multicenter, randomized, double-blind, Age (years) 433 +144 437 +14.1
Dermatology, Hospital del Mar — IMIM, Universitat Pompeu Fabra, placebo-controlled studies assessing the efficacy and safety of remibrutinib in adult

BarCelona, Spaln, 4Department of Dermatology, The Affiliated Wuxi patients with CSU who remained Symptomatic despite treatment with Female, n (%) 403 (665) 204 (667)
No. 2 People’s Hospital of Nanjing Medical University, Wuxi, Jiangsu, second-generation H,-AH

China; Department of Dermatology, Hiroshima City Hiroshima Citizens BMI (kg/m?) 27.4£6.5 27.7 +£6.3°

Percent change from baseline in UAS7
(Mean * SE)

. . . . . . . . . . . ' e . . . 70 — -75.5 . . . .
Hospital and Hiroshima University, Hiroshima, Japan; 6Novartis Pharma « Patients were randomized 2:1 to oral remibrutinib 25 mg twice daily (bid) or placebo | - o - W AEs, and AEs leading to tr_eatment dlsco_ntlnuatlc_)n over
AG, Basel, Switzerland; "Novartis Pharmaceuticals Corporation, East over a 24-week double-blind period, followed by 28-week open-label treatment with Duration of CSU (years) 6.2+86 5.3+6.7 oo s the 52-We§k treatment pe.rlod were ConS|st§nt with those
Hanover, NJ, USA; 8Department of Dermatology and Allergy, Technical oral remibrutinib 25 mg bid. At week 24, patients on placebo transitioned to UAS7 30.6 + 7.8 297176 012 4 6 8 10 12 14 16 18 20 22 242526 28 30 32 34 36 38 40 42 44 46 48 50 52 observed in the double-blind treatment period

. . . . . . . . W= 1. f = 7. Week . . .
University of Munich, Munich, Germany remibrutinib (Figure 1)>4 Number of evaluable patiets at each visi * No deaths were reported, and discontinuation of the
|ISS7 14.6 + 4.2 141 +4.0 T wsese s s ss s s sor e s 4m o 49 s e StUdy treatment due to AEs was infrequent. No serious
Placebo — Oral remibrutinib 25 mg bid ] ] .
Figure 1. Study design4 RSISSUIZL A m e b mesme B s e e AEs were considered related to the study medication by
Primary endpoint? HSS7 16.0 £4.5 15.6 £4.5 —8—  Oral remibrutinib 25 mg bid — Placebo — Oral remibrutinib 25 mg bid the investigator
Week 0 represents baseline values. ] ] ]
Weeks B|L 12 24 o2 an = 305. bid, twice daily; SE, standard error; UAS7, weekly Urticaria Activity Score. Table 2. Overview of safety in the REMIX-1/-2 studies
| | | Data are presented as mean + standard deviation unless specified otherwise. (safety analysis set)5
> bid, twice daily; BMI, body mass index; CSU, chronic spontaneous urticaria; . . .
: HSS7, weekly Hives Severity Score; ISS7, weekly ltch Severity Score; N, total number Flgu_re_ 3. Mean percentage Change from baseline in ISS7 Entire stud Open-label
Double-blln_d Open-label. Bl of patients in the treatment group; n, number of patients who satisfied the designated by visit up to week 52 (observed data; pooled full n (%) Double-blind period period y period
C O N C L U S I O N S treatment period treatment period criterion; UAS7, weekly Urticaria Activity Score. an aIy sis s et) EAIR [95% CI] (weeks 0—24) (up to week 52) (weeks 24-52)
. - . . Placebo — oral
. . 0 — Oral remibrutinib Oral remibrutinib . . .
_ Mean Percentage Change From Baseline in 5 25 mg bid Placebo 25 mg bid remibrutinib
N REMIX-1 (N = 313) Oral remibrutinib 25 mg bid P 10 — -9.8 N = 606 N =306 N = 606 25 mg bid

* In the pooled REMIX-1/-2 studies, remibrutinib showed R UAS7, ISS7, and HSS7 e 15 | e N =262

: : : : 20 — . .

Improvements in urticaria symptoms as early as week 1, _ _ _ _ o g Patients transitioned from placebo to Median duration of 24.0 24.0 5 1 281

: : o « At baseline, patients in both remibrutinib and placebo 2 a0+ 2 pemibrutinib after Week 24 exposure, weeks
with over 50% improvement by week 2, which improved Adult patients with a « Background second-generation H,-AH use throughout the ’ p P go 4
further and was sustained through week 52 diagnosis of CSU R study in both treatment groups Follow-up or groups .had high mean UAS7 (30.6 £ 7.8 and 29.7 £ 7.6, EH Lo b Paiicpanswih  303(649) | 198(6AT) o M6(3E) o 133(508)
_ o _ (for 26 months) 2:1 - Rescue therapy (an alternative second-generation H,-AH) extension respectively), mean ISS7 (14.6 £+ 4.2 and 14.1 £ 4.0, “éé 8 ) 41249.7-305.1] 273.5[236.8-314.4] 199.8[181.7-219.9] 144.8[121.2-171.6]

Overall, remibrutinib showed a favorable safety profile and remaining could be used, as needed respectively), and mean HSS7 (16.0 + 4.5 and 57 ol SAE(S) 20 (3.3) 7 (2.3) 25 (4.1) 3(1.1)

- symptomatic despite S _ 7.7 [4.7-11.9] 5.3 [2.2-11.0] 4.7 [3.0-6.9] 2.1[0.4-6.2]

across the REMIX-1/-2 studies e 15.6 + 4.5, respectively), which reduced substantially by £ S

These outcomes indicate that remibrutinib provides fast second-generation L , REMIX-1(N=157) pi ceb Oral remibrutinib week 1 and continued to reduce further up to week 52 in g 70 e discontinuation 17 (2_-8) 9 (2-_9) 28 (4f) 4 (1-5)

° REMIX.2 (N = 155] acebo 55 o bid | o _ 75— e gEE G5 OAE(®) 6.5 [3.8-10.3] 6.8 [3.1-13.0] 5.1 [3.4-7.4] 2.8[0.8-7.2]

and sustained symptom relief for patients with CSU who H-AR 9 all remibrutinib-treated patients 80 728 736

: . : : TT 1T T T T T T T 1T T T 11T T T T T T T T T T T T T1 65 (10.7) 35 (11.4) 94 (15.5) 19 (7.3)
remained symptomatlc desplte treatment with e The Corresponding percentage Change from baseline in 012 4 6 8 10 12 14 16 18 20 22v542i26 28 30 32 34 36 38 40 42 44 46 48 50 52 COVID-19 26.0 [20.1-33.2]  28.0 [19.5-38.9] 19.0 [15.4-23 3] 14.1 [8.5-22.1]
. ee
second-generatlon H1-AH aPresence of itch and hives for 26 consecutive weeks before screening despite the use of a second-generation H,-AH; weekly UAS7 were (Fi ure 2) Number of evaluable patients at each visit . 23 (3.8) 1(0.3) 24 (4.0) 7 (2.7)
Urticaria Activity Score of 216, weekly Itch Severity Score of 26, and weekly Hives Severity Score of 26 during the 7 days before 9 ) Oralremibruinib 20 g Ol ess sse sas s35 ma s0ssi1 soi 406 483 485 4so 466 470 Petechiae 8.9 [5.7-13.4] 0.8 [0.0-4.2] 4.5 [2.9-6.7] 5.0 [2.0-10.4]
randomization (day 1). _ : AT . 0] (0] Placebo — Oral remibrutinib 25 mg bid
bThe primary endpoint was the change in UAS7 from baseline to week 12. Week 1 (remlertlnlb VS placebo). 38.4% vs 10.3% OOSORSUIZIL A B 20e 280 mbEer AT 2 s s e e a0 aTransitioned from placebo to remibrutinib after week 24.
bid, twice daily; BL, baseline; CSU, chronic spontaneous urticaria; H,-AH, H,-antihistamines; N, number of patients in each _ Week 24 (remibrutinib VS placebo)' 73 1 % VS 50 8% —@— Oral remibrutinib 25 mg bid — Placebo — Oral remibrutinib 25 mg bid AE, adverse event; bid, twice daily; Cl, confidence interval; COVID-19, coronavirus disease
treatment group; R, randomization. ' ' ' Week 0 represents baseline values. 2019; EAIR, exposure-adjusted incidence rate; N, total number of patients in each
— Week 52 (patients randomized to remibrutinib): 74.8% bid, twice daily; 1ISS7, weekly Itch Severity Score; SE, standard error. treatment group; n, number of patients; SAE, serious adverse event.
References Acknowledgments Disclosures
1. Zuberbier T, et al. Allergy. 2022;77:734-766. All authors participated in the development of the poster for presentation. The authors wish to  Shaila Gogate is a medical advisor for Novartis. Michael Palumbo serves as a medical advisory and/or key opinion leader and speaker for Amgen, AstraZeneca, CSL Behring, Grifols, Incyte, Regeneron, and Sanofi. Ana Maria Giménez-
. Metz M, etal. N Engl J Med. 2025;392(10):984-994. thank all investigators and patients involved in the trial. The authors thank Sagar Wagh and Arnau is or recently was a speaker and/or advisor for and/or has received research funding from Almirall, Amgen, AstraZeneca, Avene, Blue-Print, Celltrion, Celldex, Escient Pharmaceutials, Genentech, GSK, Harmonic Bio, Incyte, Instituto
3. RHAPSIDO Prescribing Information. Accessed October 15, 2025. Uma Kundu for medical writing support and Edward Kattekola for design support (Novartis ~ Carlos IlI-FEDER, Jaspers, LEO Pharma, Menarini, Mitsubishi Tanabe Pharma, Noucor, Novartis, OVOIMMUNE, Sanofi—-Regeneron, Septerna, Servier, Thermo Fisher Scientific, Uriach Pharma. Shigin Tao has no conflict of interest related to
_ _ _ https://www.novartis.com/us-en/sites/novartis us/files/rhapsido.pd_f_ Healthcare Pvt Ltd, Hyderabad, India), which was funded by Novartis Pharma AG, Basel, this presentation to disclose. Michihiro Hide has received lecture and/or consultation fees from Japan Tobacco, Kaken Pharmaceutical, Kyorin Pharmaceutical, Kyowa Kirin, Meiji Seiyaku, Mitsubishi Tanabe Pharma, Novartis, Sanofi, Taiho
Th.ls.study was sponsored by Novartis Phgrma AG, Basel., Switzerland. 4. Metz M, et al. Presented a’F: European Academy of Allergy and Clinical Switzerland, in accordance with the Good Publication Practice (GPP3) guidelines Pharmaceutical, Teikoku Seiyaku, and Yuhan. Karine Lheritier is an employee of Novartis Pharma AG, Basel, Switzerland. Paula Machado is an employee of Novartis Pharmaceuticals Corporation, NJ, USA. Knut Brockow has received
Originally presented as a poster presentation at the American College of Allergy, Immunology (EAACI) Hybrid Congress; May 31-June 3, 2024. (http://www.ismpp.org/gpp3). honoraria for consultancy from Novartis, Phadia (Thermo Fisher Scientific), BioMarin Pharmaceutical, UpToDate, AstraZeneca, Celldex, and Blueprint Medicines; for oral presentations from Novartis, Phadia (Thermo Fisher Scientific), Blueprint
Asthma & Immunology (ACAAI) Congress, November 6-10, 2025, Orlando, FL. 5. Saini S, et al. Presented at: Maui Derm Hawaii, January 2024, 2025. Medicines, ALK, HAL, and Bencard; and for material cost research support from Thermo Fisher Scientific, Bilhimann, and Macro Array Diagnostics.

Poster presented at the Maui Derm Hawaii 2026, January 25-29, 2026, Maui, HI.



http://www.ismpp.org/gpp3
https://www.novartis.com/us-en/sites/novartis_us/files/rhapsido.pdf
https://www.novartis.com/us-en/sites/novartis_us/files/rhapsido.pdf
https://www.novartis.com/us-en/sites/novartis_us/files/rhapsido.pdf

	Slide 1



