(), NOVARTIS

DO0O000D0DOanalumabl 010 000040000000000000
Jouoooooboooogouon

Dec 24, 2025

oogogo

guoooon

goobobobbuoooooobobooboodo

00202501209
gogbobbobobboogoooobobbbdoooooboobbooooouobboobobooada
goobooobooogo

goboboobobboooooobobboodd

0000 https://www.novartiscomU O D 0D 0000000000 0O0O0DOO0OOOOODOO

lanalumabO 9

mg/kgCl 00000000000 00DO0O0 ITP
gooooooododnash

ooo

gooogg

0000000000000 0000000000000000280000%

*6
gooboobobbodoooobbobobodad
Oianalumab0D O 0000000000 ODODOO6G62%
00000000000000000000039%

e lanalumabO O ITPO O OO DO1IO0O0O00OOO4
guboobobogooooooboogompPoodbobbbgoooobooobnog

goobbobbbooooooooITPd VAYHIT2
goobbobobboooooobbooboimpPUll 0 OVAYHITL
goooboobboogzo27zioobooboboogo



2025012090 0000000000 -

oooooo

Ooo0oooooooo
00000000000000000000ITPO0 00000 O ianalumab
00000000000000000000M0000000VAYHIT2
0000000000000 00Y0 lanalumabd 9

mg/kg0 0000000000000 000000000000000000000TTFO Time to
Treatment

FailureD OO OOITPOOOOOOOOODO 45%
00000000000000000000000000000000000000000000
000000000 Y0 1analumab
00000000000000000000000000000000000000000000
00000002800 00013.000 vs. 470000

O0000oo0oo00e7000000000OO0OOASHOOOOOODODODODOOOThe New England
Journal of MedicineD DD 00000000000 O

Mass General BrighamO O 0O 0O 0O 0O O O Peggy S. BlitzO 00 00 O O O O Endowed

CharD 0D DOOO0OO0OOOOOODOODOOOOHanny Al-Samkari,
MD.OOOOODODOODODOOODOOITP

O0o00oooooooooonoo

OoooooooooooinTe

000000000000 ooooOo0boooooOo0oooooOo0oo oopoooooooao
000000000000 DOO00DbO00b0o00oo0DbOO0o0bOoOOooDbOOo0bOoOooDbOoooDoOOooo
00 00VAYHIT2

000000000000 DOO00DbO00b0o00oo0DbOO0o0bOoOOooDbOOo0bOoOooDbOoooDoOOooo
OImPO00OOD0DOOO0DOOODOOOODOOOOOODODOOd

lanalumabl] 9

mg/kg

O

00

oooad

O0ooooon

O0o00oooooooooonoo

O0000bOOooooooe

0000000000000 000000D0O000000000000 62% vs.
390 00000000000000000%0PROMIS

FatigueO O OO OO OO OOO O ianalumab
O0o00oooobooooooory

O0o00oooooooooonoo
0000000000003600000000000000000000000Y0

OoooobooboobobooboobboobouobOMarkRutstein MD,OODOOOODOO
gooboooboimpPOd00OBOUO0O0O0O0O0OODDODODOO0O0OOUOUOLDDODDDODOUOUOUOUOUODDDbDO
O0lanalumabD DO 02000 00000BHOODOO0ODOO0OOOOODOO0OODOOODOOOO
O0o0ooImPOD00O000O0O0D0O000O0OD0DO0OO0O0OVAYHIT20 0000 DO O ijanalumabl
gioooodg4bobbboogoooobobbbodooooobbobbboooooonoboon
goobbobbtbooooooobbobobboogoo



VAYHIT20 O O O 20 0 Uianalumab0 OO0 0 00O O lanalumab 9 mg/kgD D O 00D OO0 OO0O
gbooooboobooboboobuooboboobuoobbdlanalumab3mg/kgl OO0 OO0 OO
00000000000000000000000000000000000o00™o

ianalumab 9 ianalumab 3 OoO0o00oo
mg/kg mg/kg [
oo 0o 00
O0000O00O0ON=500 O0O0O00O0O00ON=510 O00000N=510
00o0o0oooooo 13000 oo0ood 4700
O000000TTFO
(HR 0.550 95% (HR 0.5801 95%
b )
62.0% 56.9% 39.2%
(p=0.023% (p=0.035%
6
O00000o0oo0oo
0 O SReO

a 0000000 0O0D0O0OpOODODO<0.025000

lanalumab
00000000000000000000000000000000000000000000
0000000000 0oOOo0OoOianalumab

O00000000000000Oiianalumab
000000000000000000000000AEDDODO9 mg/kgd 14%0 3 mg/kgd 10%
vs. 000008 I O0OOO0D00OOD9 mg/kgd 14%0 3 mg/kgd 8%

vs. 000008000 ooooooo*0000ooooo2w0ooooon

lanalumab0 000000000000 OO9mg/kgld 16%0 3

mg/kgl] 12%

oooooooon

0000000000 00000000

ooooooont?
00000000000000000000000000000000000t?o

VAYHIT2

goobboboboooooooobooo
D00000ianalumab0 000200 00000030000000mooooo™
goboboobbooogoobbobboooaIimmpt 0 dvVAYHITL
J00oboo0ODb0O000Og20270 0 VAYHIT2

O00o0obOoobodobbddlanalumab
00000000000000000000000000000000000000°°0

oo booooouobbboooooobbbuoooobobbbooooooo

lanalumab O O O



lanalumabO VAY736

oooon

ooooooooon

00000000000000000000
O000ITPOO0D0O0DOO0ODO0OO0OSLEDDOOOOOOOLN
000000000000000wAIHA
00000000000000000deSScO000B

oooon

ooooooooon

00000000000000000000
O0o0*B¥0o0o000000000ADCCO 0D OB OO OONOBAFF-R
00000000000BOOOOO0OOOO0OOO0OOOO0OO?2
oooooooooooon®
00000000000000000000000000000000000000000000
00000000000 oooooooooo

0040 janalumab0 0 00 00 00020240 0 0 O O O MorphoSys
AcDO0DDOODoDOoOooDooooooooto

obooobouooboon

000000O0OooOlTe
000000000000 00000000000000000000000000000000
DDlS

000000000000 00000000000000000000000000000000
O00ooooooooaoteeg

000000000000 0000ITP

Ooo0oooooon

00000000000000000000

ooono?®°
00000000000000000000000000000000000000000000
Dooo0ooOoooooooon?#

0

00

0000

ooooooon

000000000000 0000

Oooooooooooonte?
0000000000000000000000000000000000000%0

VAYHIT20 OO QO 4dd

VAYHIT2[ NCT05653219

0000000000000 O0oDOoD0o0o00o0bO0obOOoDOOooDooDooDoooooOooan
OITPOO0000000DOO<30 x 10°%/L00 000 020 0 O ianalumab

oooogo

goooooooodo

OO000000DOOooOoooooooooom
Jo000000oo0oooooooooooon®

0000000000000 0D0O0O0ODOOianalumab 3 mg/kgd ianalumab 9



mg/kg0 00000000010 000000400000001:1:1
ooooooooooooooon?®

000000000000 00000000000000000000000000000000
0000000080000 000030 1000000000008
000000000000 00000000ITP

oo0oooooon

O000000000000000

0000000000003 0O000000000nG

O00000000000000000

oooooooowooooo?®

000000000000 00000000000000000000000000000000
000oooooosm

oo

guooobbuoooooobbuuooouobobbooooobobbouooooooobo
goboboobboboogoooobobbbdoogooboobbooooooobboobobouoga
guooobbuoooooobbuuooouobobbooooobobbouooooooobo
gobobobbbudoddbrorm20-FOO0OOOOOOO

ooboogoogoon

gbodoooooobooootbotdodoooooooootdodoooooooooodo
0000000000000 O0oDOoD0o0o00o0bO0obOOoDOOooDooDooDoooooOooan
0000000000000 00O0O0O0ODOOReimagining

Medicine

gbodoooooooodo

000000000 bOOoDOOooOoos3

guodododgod

000000000000 00D0O0O0DOO00O0O0O00 https://www.novartis.com
0000000000000 0000D0000000 Facebook Linkedln X/Twitter Instagram

HEN
ooon

1. Primary results from VAYHIT2, a randomized, double-blind, phase 3 trial of ianalumab plus
eltrombopag versus placebo plus eltrombopag in patients with primary immune
thrombocytopenia (ITP) who failed first-line corticosteroid treatment. Oral presentation at
ASH Annual Meeting & Exposition: December 6-9, 2025.

2. Cuker A, Stauch T,Cooper N et al. lanalumab plus Eltrombopag in Immune
Thrombocytopenia. N Engl J Med. DOI: 10.1056/NEJM0a2515168

3. Clinicaltrials.gov. NCT05653219. A Study of Efficacy and Safety of lanalumab Versus
Placebo in Addition to Eltrombopag in Primary Immune Thrombocytopenia Patients Who
Failed Steroids (VAYHIT2). Accessed November 14,

2025. https://clinicaltrials.gov/study/NCT05653219

4. Thomas GB, Xavier M, Stephanie F et al. lanalumab demonstrates significant reduction in

disease activity in patients with Sjogren’ s Disease: Efficacy and safety results from two



10.

11.

12.

13.

14.

15.

16.

global Phase 3, randomized, placebo-controlled double-blind studies (NEPTUNUS-1 and
NEPTUNUS-2). Presented at the American College of Rheumatology (ACR) Congress;
October 24-29, 2025; Chicago, lllinois.

. US Food and Drug Administration. Orphan drug designation: ianalumabk- treatment of

primary immune thrombocytopenia. Published February 13, 2025. Accessed November 14,
2025.
https://www.accessdata.fda.gov/scripts/opdlisting/oopd/detailedindex.cfim?cfgridkey=1018
924

. European Commission. Community register of orphan medicinal products: ianalumab.

Updated October 14, 2025. Accessed November 14,
2025. https://ec.europa.eu/health/documents/community-register/html/03036.htm

. Clinicaltrials.gov. NCT05648968. A Study of Efficacy and Safety of lanalumab in Previously

Treated Patients With Warm Autoimmune Hemolytic Anemia (VAYHIA) Accessed November
14, 2025. https://clinicaltrials.gov/study/NCT05648968

. Dorner T, Bowman SJ, Fox R, et al. Safety and Efficacy of lanalumab in Patients With

Sjogren's Disease: 52-Week Results From a Randomized, Placebo-Controlled, Phase 2b Dose-
Ranging Study. Arthritis Rheumatol. 2025;77(5):560-570. doi:10.1002/art.43059

. Clinicaltrials.gov. NCTO5350072. Two-arm Study to Assess Efficacy and Safety of

lanalumab (VAY736) in Patients With Active Sjogren's Syndrome (NEPTUNUS-1). Accessed
November 14, 2025. https://clinicaltrials.gov/study/NCT05350072

Clinicaltrials.gov. NCT05349214. Three-arm Study to Assess Efficacy and Safety of
lanalumab (VAY736) in Patients With Active Sjogren's Syndrome (NEPTUNUS-2). Accessed
November 14, 2025. https://clinicaltrials.gov/study/NCT05349214

Clinicaltrials.gov. NCT05639114. Phase 3 Study to Evaluate Two Regimens of lanalumab on
Top of Standard-of-care Therapy in Patients With Systemic Lupus Erythematosus (SIRIUS-
SLE 1) (SIRIUS-SLE 1). Accessed November 14,

2025. https://www.clinicaltrials.gov/study/NCT05639114

Clinicaltrials.gov. NCT05126277. Safety, Efficacy and Tolerability of lanalumab Versus
Placebo, Combination With SoC Therapy, in Participants With Active Lupus Nephritis
(SIRIUS-LN). Accessed November 14, 2025. https://clinicaltrials.gov/study/NCT05126277
Clinicaltrials.gov. NCT06470048. A Clinical Study to Evaluate lanalumab in Participants
With Diffuse Cutaneous Systemic Sclerosis. Accessed November 14,

2025. https://clinicaltrials.gov/study/NCT06470048

Bowman SJ, Fox R, Dérner T, et al. Safety and efficacy of subcutaneous ianalumab (VAY736)
in patients with primary Sjogren’s syndrome: a randomised, double-blind, placebo-
controlled, phase 2b dose-finding trial. Lancet. 2022;399(10320):161-171.
doi:10.1016/50140-6736(21)02251-0

Shen N, Ignatenko S, Gordienko A, et al. Phase 2 Safety and Efficacy of Subcutaneous (s.c.)
Dose lanalumab (VAY736; Anti-BAFFR mAb) Administered Monthly over 28 Weeks in
Patients with Systemic Lupus Erythematosus (SLE) of Moderate-to-Severe Activity
[abstract]. Arthritis Rheumatol. 2023; 75 (suppl 9). Accessed November 14,

2025. https://acrabstracts.org/abstract/phase-2-safety-and-efficacy-of-subcutaneous-s-c-do
se-ianalumab-vay736-anti-baffr-mab-administered-monthly-over-28-weeks-in-patients-with-
systemic-lupus-erythematosus-sle-of-moderate-to-severe/

Bradbury C, Elverdi T, Trautmann K, et al. A phase 2 study of ianalumab in patients with
primary immune thrombocytopenia previously treated with at least two lines of therapy
(VAYHIT3). HemaSphere. 2025;9(Suppl 1):Abstract S238. Presented at European
Hematology Association (EHA) Congress, June 12-15, 2025. Milan, Italy. Accessed
November 14,

2025.



17.

18.

19.

20.

21.

22.

23.

https://library.ehaweb.org/eha/2025/eha2025-congress/4159389/charlotte.bradbury.a.ph
ase.2.study.of.ianalumab.in.patients.with.primary.html

Novartis. Press release. Novartis to strengthen oncology pipeline with agreement to acquire
MorphoSys AG for EUR 68 per share or an aggregate of EUR 2.7bn in cash. February 5,
2024. Accessed November 14,

2025. https://www.novartis.com/news/media-releases/novartis-strengthen-oncology-
pipeline-agreement-acquire-morphosys-ag-eur-68-share-or-aggregate-eur-27bn-cash
Rodeghiero F, Stasi R, Gernsheimer T, et al. Standardization of terminology, definitions and
outcome criteria in immune thrombocytopenic purpura of adults and children: report from
an international working group. Blood. 2009;113(11):2386-2393.
doi:10.1182/blood-2008-07-162503

Kuter DJ, Mathias SD, Rummel M, et al. Health-related quality of life in nonsplenectomized
immune thrombocytopenia patients receiving romiplostim or medical standard of care. Am
J Hematol. 2012;87:558-61

Kuter DJ. The treatment of immune thrombocytopenia (ITP)- focus on thrombopoietin
receptor agonists. Ann Blood. 2021,6:27. doi:10.21037/aob-2021-itp-04

Provan D, Newland AC. Current management of primary immune thrombocytopenia. Adv
Ther. 2015;32(10):875-887. d0i:10.1007/s12325-015-0240-z

Cooper N, Kruse A, Kruse C, et al. Immune thrombocytopenia (ITP) World Impact Survey (I-
WISh): impact of ITP on health-related quality of life. Am J Hematol. 2021;96(2):199-207.
doi:10.1002/ajh.26083

Mingot-Castellano ME, Bastida JM, Caballero-Navarro G, et al. Novel therapies to address
unmet needs in ITP. Pharmaceuticals (Basel). 2022;15(7):779.

doi:10.3390/ph15070779

Source URL: https://www.novartis.com/jp-ja/news/media-releases/prkk20251224

List of links present in page

https.//www.novartis.com/jp-ja/jp-ja/news/media-releases/prkk20251224
https.//www.novartis.com/

https://www.nejm.org/doi/full/10.1056/NEJM0a2515168
https.//www.facebook.com/novartis/
https://jp.linkedin.com/company/novartis?trk=public_profile_experience-item_profile-
section-card_image-click

https://twitter.com/Novartis
https://www.instagram.com/accounts/login/?next=https%3A//www.instagram.com/novarti
s/%3Fnext%3D%252Fpmineiro%252F%26h1%3Dja
https://clinicaltrials.gov/study/NCT05653219



https://www.accessdata.fda.gov/scripts/opdlisting/oopd/detailedindex.cfim?cfgridkey=1018
924

https://ec.europa.eu/health/documents/community-register/html/03036.htm
https://clinicaltrials.gov/study/NCT05648968
https://clinicaltrials.gov/study/NCT05350072
https://clinicaltrials.gov/study/NCT05349214
https://www.clinicaltrials.gov/study/NCT05639114
https://clinicaltrials.gov/study/NCT05126277
https://clinicaltrials.gov/study/NCT06470048
https.//acrabstracts.org/abstract/phase-2-safety-and-efficacy-of-subcutaneous-s-c-dose-iana
lumab-vay736-anti-baffr-mab-administered-monthly-over-28-weeks-in-patients-with-
systemic-lupus-erythematosus-sle-of-moderate-to-severe/
https://library.ehaweb.org/eha/2025/eha2025-congress/4159389/charlotte.bradbury.a.ph
ase.2.study.of.ianalumab.in.patients.with.primary.html
https.//www.novartis.com/news/media-releases/novartis-strengthen-oncology-pipeline-
agreement-acquire-morphosys-ag-eur-68-share-or-aggregate-eur-27bn-cash


http://www.tcpdf.org

