_YJ\YAYY,kYYJ\Y)\YYAYY)\Y)\YYAYYAY)\YYAYYAYAYYLYYAY*YYJ\YY)\Y)\YYLYYJ\Y)\YY,LYYJ\YAYY,LYY
AT Y Y Y A Y A Y T Y AT Y AT Y Y Y ALY Y A Y Y Y A Y Y LY Y Y T AY Y AT Y Y Y LYY AT Y Y Y AY Y AY Y T Y AT Y AT Y Y Y LAY Y A

U NOVARTIS rji'\;gga;;;ux 77 —2HhEeit

T105-6333
REMERXR/M1ITE23F 1S
K/ MELXHZEET—
https://www.novartis.co.jp

MEDIA RELEASE
20234£11H29H
OB BIFRAAL
ST 4 AT <R &

ZOERHT, /T 4 A (AL A« N—F)L) N2023F11H9H (BIiFR) 2B ERLLZLDOE AR
FEICEIER (BEF)) L7cb DT, FER L L TRET 200 TT, BERONER LOMRIZ OV T,
YEEDME I E T, HFERUL. https://www.novartis.com & ZZ T XU,

J N)LT 4 RAD remibrutinib, BHEFREEERSOEORERE L
TR 2EANMNERELGTERSETEZL-0T

o 2DOMNFEFMMHRIIAE (REMIX-1ERH KU REMIX-2 HER) [CHEWNT. &
LNEIRMEERLEROJIL NV EFOS VX4 —+ (BTK) BEERITHD
remibrutinib (X, 7S5 ERELLE LT, BERMICEZLHYRTTNEEICERDS
DEEEEET

e Remibrutinb T E(ZLY . 5 2BAQORHNSERIY FO—ILNFEICHE
I, 12BF THEF?

e Remibrutinib DERHEIIRFTHY .. RFLELEHTOTI 7ML RES Az, BF
BERBEEEEZSO-MARICET22HMNEEETERORRERI TS RE
LEEE!

e REMIX-1iE& 5 & U REMIX-2 SKE&RILHEITH, 2024 F(CHREBITT—42 ("5
528K MFon. RELBICKERETSFE

2023 11 A 9B, RA R~ N—EILFE —/ VT A ATAKRH, AKX IV HIX
RIEFETAI T2 b e — R 7B ERestEERRE (CSU) BEZxtg s Lz,
EVIEBRME A R TRO 7L hUoBlF oy o) —F (BTK) FHEHA remibrutinib @
BIWEEMGET 5 2 DOF N AHMGERER (REMIX-1 3Bk L OV REMIX-2 &) 12
BT, remibrutinib O EZ RIS H 27T — X ERELE L L b ORERIC
BT, remibrutinib 1345 12 BEFO 3T O FEFHGIE B 3 X OEIRGHEIE B %
R L E Lz L BE 12 ARFOFERZBIEEIE (UAS7) | £ 55 (ISS7) B L U2
(HSS7) OR—R T A b OELEIZBWT, 77 'Rk 5 remibrutinib @
EEEERREO BN FE Lz, BB oy ba—v (UAS7<6) ZHERLTZEED
B AHIIREG 2HEOFEHNS 7 T v REE S LT remibrutinib B CTHEICEL . D
fEAFIRG 12 W E CHEFF S E L, £, &5 128230 1,/3 08ETZE D
FE LB OB RIRHIN A LN E LIz, ZOREIE, 11 A 9~13 HiIZH Y 741
=T MT F oA N TR ST 2023 FKET LV X — - B« PR THEE SN
F L7,

X UT VY VERKEOT LAR—IRFOFR TH Y FERY - T L
X —FHAOEIRTHY, 7700 R—T 77— T AL —2 g FLE

B KPR O T LV X —F - EFHMAOKEFRTE b LY — VA + =
77— (Marcus Maurer, M.D.) EFELIIRO XS5 IZk_XTWET, T2 Ok


https://www.novartis.co.jp/
https://www.novartis.com/
https://www.novartis.com/jp-ja/

RIF CSU DIER = > b B =AW 0BETNDEE ST E > TEELRDT
L X9, CSUZIARMN S DAEFITIEFITHMETE) ZenH 0 LIFLITHERS
EFEOREN 2 EAEFEO S ESERMHEICHEL LFLET, fie AX IVEERL
e, 2 L) BINTIEIRS RN S 0 D8I A5 2 &3, 2O & 9
SACESTREREEBZEZDWREENRH Y 7,

REMIX-1 SRER$H & U REMIX-2 RERICH 175 12 BEFD UAST, ISS7, H KU HSS7
DR—RS54 UhibDFEHZEILE (change from baseline EI'F TCFB) ) *?

REMIX-1 SE& REMIX-2 SXE&
BIN_FETY+ remibrutinib TSR remibrutinib TSR
*SE (309 %) (153 4) (297 %) (153 %)
CFB-UAS7 —20.1+0.7 -13.8+1.0 -19.6 +0.7 -11.7 +0.9
CFB-ISS7 -9.6 +0.3 —-6.9 0.5 —9.0+0.3 -5.7+0.5
CFB-HSS7 -10.5 0.4 -6.9+0.5 -10.5 0.4 -6.0£0.5

*SE : fRHER

ToO/EERER (REMIX-1 35, REMIX-2 ikER) O@eMET— % 205t Lz
FERTIX, remibrutinib @ BAF 2 BRME L AT 0 T 7 A VARSI, EYYE

(remibrutinib &£ : 32.8%. 7’7 v AREE : 34.0%) B I ONTHEEMRAEMEE T 25 D7~
A EEBREBFRT remibrutinib £ & 77 B ARBETREE CL7- (remibrutinib £¥ :
64.0%., 77 EHRE : 64.7%) , N7 A7 I —BEO EHIT W58

(remibrutinib #FB X077 A#E) CTREETHY . BEFEET—EETHD . 2
ORWHIT L, {RBRIYEANC K VIRBRIE L BEDH LS EE A EF
RITGRDOONFEHATL,

J ST 4 ADBFEEM, SO S a— sy RTHLT Y= - Y —
7 A4 A (Angelika Jahreis) [ZIRD L ST XTWEF, [CSUBE & A DIEFEZER
TR ONTEY , ZLOBEF ST, KBEZBAOIHETH THHlE AX IV
IS L7eWERkoa >y hr— AR ARETHY . FHIRK R EORWEANAE
CTLES ARERS Y £, b3 EREREDEE S ADTODH LUWE
PIEOBFICED A TE Y | M B2 WP I LA DO Z W AR A T
W5 CSU BE S UICHT T i@ IR A e fih X A TRtk 2 S o CnEd, =
NHOTF—21x, #%0 BTK BHEAITH 5 remibrutinib 233 5- 2 # O BHI A E 72 IE
ReGEE2 L L, 12BRFE TR T A2 AR LTWVET, |

Prle A& I VL CSUDIEHR E L TR S N TWETR, 9T LEAZE W) Dif
TIEHD FHAL2, EHEMTA RTA4 0 TlE, KRHEZRKA4GE*ETHETHZ
EPHERINTOWETN, BHETHIKARLE LTERODaY b — AR A R THD
AN £93, WA X 57ERIT, PleAX IV Tar brn—LT&
72U CSU BBEIT & o> THBSEIE TR, Zo8BIZHWTHHEESNLTNDLD
1%, AR REI S E A ATRE e AR OBE D S L 20% R DEE T4,

CSU 1%, 6 #MLL LR s D @ IEAEMMRE OEZMFHETH Y . ZORBORA
HIERNET LV 7 o ~ DR/ R Tl < WA T 56, CSU Tid, BTK
T AZ I VBEO Y 7T IRERISICEG L, IEREZSISEZTEEX N T



F 97, Remibrutinib I1Z BTK Z[HE L., QAL E{tE) EKE (92) & L < IXIRERHL
HRERR (M TRE) /320 bFORKE/72D e AX I Ol Z2Iz £9 68,

HI/E REMIX-1 3Bk & O REMIX-2 SRERIC B SN TWAEE I, 52 E o b %
e L=, Bk RERBRICBIT TSN TEET, /20T 0 2132024 &
23 5 B B OfREE Y ST remibrutinib 2 & ZRH TS FE T,

ARG EREENA T4 BRI A FT7 422018 Tid, fik A X I VHIZHOWT 2 HE
FTOWELZIToTHREWVE SN TS (H LA SCEICE TR OO 72 WIEEFNTGR <)

Remibrutinib [Z2DULVT

Remibrutinib (X, BERMEOFEWIEEREAHOBFH O 0 BTK BHEHIT, BTK & A
F—REREFEL, »oh (@2 CEREZSIESEZTEAZ IV ORMEMZET 8,
2 AR FERER 1BV C, remibrutinib O 512 K - TR G- 2 B O B0 5k =
e — L OFERUEENED LN, 12BFECHERFSNELL L, BiFRE~Ra
fa— (UAS7<6) ZEER LIZEBEDOEEGILT 7 ARE L g LT remibrutinib
HTAHEIZELS, BE2HEENOOFRMNIFED HiL 12 3 £ THERF L, &5 12 B
2K 1,3 DERFETE IFELIZ OB K%K L E L7z 1, Remibrutinib @ 2%
P BT v 7 7 A VIR TH Y | HFEEERAR R THER M THf L Tz 2
EDRENTHET L, HILHEREMIX B Tl b £ <R LA EHS (241
Mo ZHE BRI TIZEE D 3% LICHE) 13, XUERS (COVID-19 B L U5
MREEZE, WInb 7 IR ERBEE) TLz 1, CSULIZMIE remibrutinib 1%, 23
PEREALIE, ALIBVEITFIRAE ., BT LLX— v x=— 7 L UJEERER & OO
FEMERBICB W THBBOMRFIDNTON TWET *18, KB INHA.

remibrutinib (%, CSU Z#ME & T 2 ) CHE— DAY FHEHBKICH L TV LT
® (R4 ATV RX~T, LT VLT ) 2@ET 572008 % 7k 03KDE
PRI B AIEEMERH Y £9 14, KETIE ) ST 4 R Ty—~vinaia - J)L—
TO—BTHHY 23Ty 7AREFET VLT ) ORRETrE—a VELT
S TWETF,

REMIX-1 BRERE & U REMIX-2 BRERIZDUVT

REMIX-1 B (NCT05030311) 3 X' REMIX-2 #Br (NCT05032157) 1%, [Fl—
TYA N LD EES IR, BEA, —EEMR, WTEME., 77 B RxRE
I FEARGEERRBR T, 5 e 2% I v HI Z/EEEKTa v e — AR5k
A CSU #2254 & LC. remibrutinib 25 mg @ 1 B 2 [H#&GOHME, L2t
JOERENE T TR EHBETHZ E2BICT A S TnET, REMIX-1 &
BR1X 470 4. REMIX-2 #BRIT 455 4D FHAAN DAV TN E T 1506 IR H
1%, 12 RIS I 1T D UAST DR—Z T A b Offast 25 k&, 1SS7 38 L OVHSS7 @
Mt Z L BT 1506, T _TOMMmE X, AR aEzZEm U e 22 v
Hl SR ETEEROKETHAGR IN TWA HEZ R G LE L7-, BIfE REMIX-1 735
BEIOREMIX-2 i BRI GRS N TV D EF L 2l E TG A/ L., ZO%EM
e 5RBRICAT T2 Z &N TE 3 1516,

BHEHREERT (CSU) [TDWLVT

TS THI 4,000 5 A CSUIZHR L TVET 517, CSU ORHEIEZ, Az fE D

iz (%) & L < IIEEEEROMER (BE, e, F. BICHEET L MEMHFE) %

X O FREUCEN, 6 WL EFi< Z & 2R & LEF 618, CSU LT
FEAE L E T2, 20~40 sl L, KHEORIERIIBEOK 25T 5, CSU K
MHFIR AR E <. BEDOIEDIER AN ZITHA TR D . R0 D D7 & Okt



FEEORERNE . FEAEEMEICHEEL KT LTWET S, BE, CSUICRT D
HRYRIBERINEIZESNTEBY . 2L OBFITE - BIROHIL A& I U T+4
Rarhbo—ARNELRTWERA L

RRER

AV Y =203, BREICBIT AR TR EMENRESENTVWET, Lo

T, TORNFITEA LT, 72, FEROFERIZOWTIL, FEELRERSTRTER
WU RZ 7281280, BIEOFHRERLRIGAENDGD L2 T THALS TSN, 72

B, S OEE L TR, 20T ¢ AKERESRGIRERS IR TEY £9

Form20-F % ZZ& < 7230,

J INVT 4 RIZTDNT

JNVT 4 AE, KVKRELLETIONREADTEDIC, b OEIOARNEK
EHIOTWET, Ao bid, BEELOTa -~V —F o7 hrR=—L 1L
T, EHHRRIRE TN T 7 a0 —%BfE L, ER=—ADORWEETE
F2 bl b IRRIEDOEEZIT> TR Y . HEMAROLDIZ, HITHR T s
T ZADWFEREE 2B L TWE T, FMlIIR—L =2 TR TES N,
https://www.novartis.com

Uk

SE 3
1.

Sarbjit S, Giménez-Arnau A, Hide M, et al. Fast Symptom Improvement and Favorable Safety Profile With
Remibrutinib in Chronic Spontaneous Urticaria: REMIX-1/-2 Studies. Presented as a late-breaking abstract at
ACAAI 2023.

2. Guillen-Aguinaga S, Jauregui Presa I, Aguinaga-Ontoso E, et al. Updosing nonsedating antihistamines in
patients with chronic spontaneous urticaria: a systematic review and meta-analysis. Br | Dermatol.
2016;175:1153-1165.

3. Weller K, Church M, Kalogeromitros D, et al. Chronic spontaneous urticaria: how to assess quality of life in
patients receiving treatment. Available from:
https://jamanetwork.com/journals/jamadermatology/fullarticle/1105319. [Last accessed: November 2023].
Novartis Data on File.

S. Maurer M, Weller K, Bindslev-Jensen C, et al. Unmet clinical needs in chronic spontaneous urticaria. A
GA2LEN task force report. Allergy. 2011;66:317-330.

6. Powell RJ, Leech SC, Till S, et al. BSACI guideline for the management of chronic urticaria and angioedema.
Clin Exp Allergy. 2015;45:547-565.

7. Maurer M, Berger W, Gimenez-Arnau A, et al. Remibrutinib, a novel BTK inhibitor, demonstrates promising
efficacy and safety in chronic spontaneous urticaria. | Allergy Clin Immunol. 2022;150:1498-1506.

8. Angst D, Gessier F, Janser P, et al. Discovery of LOU064 (Remibrutinib), a Potent and Highly Selective
Covalent Inhibitor of Bruton's Tyrosine Kinase. ] Med Chem. 2020;63:5102-5118.

9. ClinicalTrials.gov. NCT05156281. Efficacy and Safety of Remibrutinib Compared to Teriflunomide in

Participants With Relapsing Multiple Sclerosis (RMS). Available from:
https://clinicaltrials.gov/study/NCT05156281 [Last accessed: November 2023].

10. ClinicalTrials.gov. NCT05147220. Efficacy and Safety of Remibrutinib Compared to Teriflunomide in
Participants With Relapsing Multiple Sclerosis. Available from: https://clinicaltrials.gov/study/NCT05147220
[Last accessed: November 2023].

11. ClinicalTrials.gov. NCT03827798. Study of Efficacy and Safety of Investigational Treatments in Patients
With Moderate to Severe Hidradenitis Suppurativa. Available from:
https://clinicaltrials.gov/study/NCT03827798 [Last accessed: November 2023].

12. ClinicalTrials.gov. NCT05432388. Study of Efficacy, Safety and Tolerability of Remibrutinib in Adult
Participants With an Allergy to Peanuts. Available from: https://clinicaltrials.gov/study/NCT05432388 [Last
accessed: November 2023].


https://www.novartis.com/
https://jamanetwork.com/journals/jamadermatology/fullarticle/1105319
https://clinicaltrials.gov/study/NCT05156281
https://clinicaltrials.gov/study/NCT05147220
https://clinicaltrials.gov/study/NCT03827798
https://clinicaltrials.gov/study/NCT05432388

13.

14.

15.

16.

17.

18.

ClinicalTrials.gov. NCT04035668. A Phase 2 Study to Evaluate the Safety and Efficacy of LOU064 in
Patients With Moderate to Severe Sjogren's Syndrome (LOUiSSe). Available from:
https://clinicaltrials.gov/study/NCT04035668 [Last accessed: November 2023].

Genentech USA, Inc. and Novartis Pharmaceuticals Corporation. Xolair Omalizumab. Chronic Spontaneous
Urticaria (CSU). Available at: https://www.xolair.com/chronic-spontaneous-urticaria.html [Last accessed:
November 2023].

Clinical Trials.gov. A Phase 3 Study of Efficacy and Safety of Remibrutinib in the Treatment of CSU in Adults
Inadequately Controlled by H1 Antihistamines (REMIX-1). NCT05030311. Available from:
https://clinicaltrials.gov/ct2/show/NCT05030311 [Last accessed: November 2023].

Clinical Trials.gov. A Phase 3 Study of Efficacy and Safety of Remibrutinib in the Treatment of CSU in Adults
Inadequately Controlled by H1 Antihistamines (REMIX-2). NCT05032157. Available from:
https://clinicaltrials.gov/ct2/show/NCT05032157 [Last accessed: November 2023].

The World Bank. Population, total. Available from: https://data.worldbank.org/indicator/SP.POP.TOTL [Last
accessed: November 2023].

AAAAL Hives (Urticaria) and Angioedema Overview. Available at: https://www.aaaai.org/tools-for-the-
public/conditions-library/allergies/hives-(urticaria)-and-angioedema-overview [Last accessed: November
2023].


https://clinicaltrials.gov/study/NCT04035668
https://www.xolair.com/chronic-spontaneous-urticaria.html
https://clinicaltrials.gov/ct2/show/NCT05030311
https://clinicaltrials.gov/ct2/show/NCT05032157
https://data.worldbank.org/indicator/SP.POP.TOTL
https://www.aaaai.org/tools-for-the-public/conditions-library/allergies/hives-(urticaria)-and-angioedema-overview
https://www.aaaai.org/tools-for-the-public/conditions-library/allergies/hives-(urticaria)-and-angioedema-overview

