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Vai tro cua thuéc trc ché Interleukin-23 trong

diéu tri Bénh ly viém qua trung gian mién dich
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Bénh ly viém qua trung gian mién dich
Immune-Mediated Inflammatory Diseases (IMIDs)

* IMIDs la nhom bénh co tinh trang viém hé théng anh hu’o’ng trén nhiéu
co quan dich, chang han bénh viém rudt (IBD) viém mang bp dao,
viém khép dang thgip (RA), viem khép vay nén (PsA), vay nén (PSO),
lupus ban dé hé thong (SLE), viém cét song dinh khép, viém da co dia
(AD), hen va mét so bénh than kinh nhw xo cleng rai rac (MS)...

« Tét ca cac bénh nay déu do roi loan diéu hoa hé mién dich va c6 lién
quan déen bat thwéng mot so gen dwoi tac dong cua moét so yéu to maoi
trrong.

« Biéu hién 1am sang: dau, mét moi man, biéu hién ngoai da va roi loan
chirc nang da co quan, gay anh hwéng chat lwong song cua bénh
nhan

Miguel A. Ortega et al, Biology, 07/2022, 11(7): 973
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Cac bénh déng mac thuweng gip trén bénh nhan IMIDs

®© OO

Cac bénh déng méc théng thwéng:

IBD Psoriasis Arthritis Uveitis Depression/ Cardiovascular Metabolic
(Crohn's disease or (avdial or peripheral) mmty VD, hypertension, Obesity, metabolic
ulcerative colitis) dyslipidemnia swdrm'ne insulin
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CVD = cardiovasoular disease; 18D = inflammatory bowel dizease: MAFLD = non- linwer A= ic arthritiz; Psl = psoriasis.
1. Coates LT, et al. Arthritis Rveumatol. 2016 1060-4074. 2 Ogie &, Wesiss P. @hsum Dis i North Am. 2015:41[4]:545-365. 3. Eimets CA, stsl J Am Acod Dermotoi. 2045:80(2]:2073-1113 4. Egeberg &, et al. r J Darmatol. 2096;173[3):457-452. 3. Sen Aomen AL, Munaz F-

Worid / Gastranctaral 2041;47(22]:2723-2733. 6. Argolia M, et sl Lancat Hepatol 2018;4]z)

MGi lién hé giira vay nén,
viém khé'p vay nén va IBD Vay nén

da, da dau, mong?

Biéu hién da
trong IBD®

Vay nén%37

Viém rudt trén
cdn ldm sang *#

hang rao bigu md
rudt, da, khaptoit

Viém rudt trén . .
up to upto

can ldm sang! é 59% Bénh khdp®

ElM = il i i ion; [BD =i bovwed disease; PsA = psoriatic arthritis; Ps0 =

1 Ciocia F, et al. Arthritis & Rbowmatology. 2015;68(8]-1922-1931. 2. Mease P, Armstrong A Drugs. 2014.75:423-441. 3. Ciocon DH, Kimball AB. 8r ] Darmatol. 2007:157(5):E50-860. 4. Sanchez IM, et al. Curr Dormetol Rap. 2008;7[1):58-74. 5. Anvla

5L, Fisher MC. Curr Rav Muscutoskel Med. 20011:4{3)-123-131. 6. Garber A, Reguiers M. Curr Gastro Rap. 2009:21{7):31. 7. Liu T, et al. World J Orthop. 2014,5(4):537-543. B. Suzuki E, et al. Awtoimmunity Aev. 2014;13-:496-502. 9. Lowes MA, et al.

Annu Rev mvmwnol. 2004;:32:227-255. 10. Levine J5, Burakoff I Gastroenterol Hopatal, 2011:7:235-241. 11 Matricon J, et al. Salf/NonSelf. 2010:1:209-309. 12. Mezse P, et al. ) Am Acod Darmatod. 2013;60(5):729-735
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Bénh ly viém qua trung gian mién dich
Immune-Mediated Inflammatory Diseases (IMIDs)

Qrgan-Based Concept Predominant organ involvement

o =8 =

Signature Cytokine—Based Concept

(o) [

Key cytokine

kir-23

Interleu

E Interieukin-1

TMF=ux

N Engl J Med. 2021 Aug 12;385(7)-628-639
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Sinh ly bénh clia IBD: Réi loan dap trng mién dich

MESENTERIC
_LYMPH NODE

IL-6, TGF-f1
IL-21, IL-1p

TG
Trinh dién khang nguyén
Kich thich mién dich Su biét hoa va ting sinh
Phéng thich cytokine TBT hiu dng dic hiéu

Meurath MF. Mat Rev Immunol 2014;14:329-342,
MNeuvrath MF. Nat Rev Gastroenterol Hepatol 2017;14:268-278.
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Kich hoat cac chirc nang TB T hieu
irng d3c hiéu théng qua trinh dién |
khang nguyén trong mo rudt

Sw biéu hién qua murc cha IL-23 va IL-12 anh hudng dén hang dinh n

dwong rudt va tinh trang viém man trong IBD

Hang dinh ndi méi dudng rudt va IBD

« Can bang néi méi dudng rust (Gut homeostasis) |a su can bang
gitta hé& vi sinh thuéng tra, thi'c &n, cac chat chyén hoa va dap

t'ng mién dich vdi cac vi khudn gay bénhi* e e
« Mdt s cytokine gilf nhiém wvu quan trong trong digu hoa tinh "““1 2O
Myeloid Mfrags

trang viém rudét, bao gom IL-23 va IL-125°

Ccrnrnsrml r:mcusrw JIJ - ‘_
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1EC death
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cells (._ W/

« Viém dai trang dudc gay ra do [L-12 trong giai doan sdm, nhung
d giai doan man, qua trinh viém lai chuyén hudng lién quan dén
IL-23. Phat hién nay cho thdy IL-12 va IL-23 hoat déng tam thdi
trong ting giai doan riéng biét, kiéu 2 pha, gay viém rudét man
litn quan dén microbiota. Tuogng tu cd ché& bénh sinh cia IBD,
dac biét @ BN co khiEm khuyét hang rao bao vé ruét.

IL-23

= Cdc nghién ciu gan day cho thay IL-23 |a mot trong cac ‘'master
regulators’ trong IBD va cac bénh lién quan MD khac nhu vay
nén va viém khap vay néntf-28
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IL-23 — Cytokine diéu hoa chinh trong cac
bénh ly viém qua trung gian mién dich
Dendritic cells,
Langerhans

cells,
monocytes and Bénh vay nén

‘macrophages
‘h
Dendritic cells"o.
macrzr;gages * . o> a— Viém khdp vay nén
5 -

3 Viém cit song dinh khap

Viem khép dang thap

Bénh Crohn

Dendritic cells, IBD (Viém rudt man)

Langerhans
cells,
monocytes and
macrophages

IBD, inflammatory bowel dissase.

Gooderham M1, et al. ] Eur Acad Dermatol Venereol. 2018;32:1111-9.

Uc ché chon loc IL-23/12 d3 dugc chirng minh co thé diéu hoa réi loan mién dich

gép phan cai thién tinh trang viém lién quan dén khdp, da va rudt

Uc ché IL-23/-12
= 1123 (fc ché ngay phia thudng nguon dong thac
cytokine viém, gilp phuc hoi héng dinh ndi moi
mién dich va co thé 1a chon lya didu tri duy tri
tot han la Uc ché cac chat trung gian & ha nguon
cla qua trinh viém, nhu TNFst

Pé xuat vai tro trung tam cua IL-23/-12 &
TB Th1/17°

Skin

Disease
triggery

LC_’I ich trén toan than / initiation
« Uc ché IL-23 va IL-12 co thé co Igi ich do it tac
dung trén toan than Antigen —
- N . " - . - presenting cell ’ ~
= Bieu hien ngoai ruot (EIMs) rat thudng gap trong I-12/1-23 L URE I~
IBD va lam téng ganh ndng bénh tat2 i

+ Thudc sinh hoc chi téc dung trén rudt, chéng han /
nhu vedolizumab, cé thé khong hiéu qua trong = / Synovium, skin, nails
dieu tri EIMs.? 1 phan tich héi cfu d BN co EIMs
dugc diéu tri bdng vedolizumab cho thay 1/3 BN
co biéu hién ngoai rudt nang han4 Intestines

EIM, extraintestinal menifestation; IBD, inflammetory bowel dissase; IL, interleukin, Th, T helper {call); TNF, tumour necrosis factor,

1. Gooderham M, et al. J Eur Acad Dermatol Veneresl 2018;32:1111-1119; 2. Vavricka SR, et al. Inflamm Bowel Dis 2015;21:1982-1992; 3. Chateau T, et al. J Crohns Colitis 2019;13:1567-1577; 4. Ramos GP, at al.
Inflamm Bowes! D 2020; doi:10.1093/ibd/izaa293

[Epub ahead of print]; 5. Moschen AR, et al. Nat Rev Gastroenterol Hepated 2019;16:185-196.
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IL-23 va té bao Th 17

IL23
IL1

s, : //

Front Immunol. 2021;12:622934.

» [L-23: p40 + p19 subunits

« San xuat bdi dai thuc bao va té bao
tua gai

« Thu thé IL-23 gbém 2 chudi IL-12RpB1
va IL-23R

» Hoat hoa tyrosine kinase 2 (TYK2)
va Janus kinase 2 (JAK2)

« San xuat IL 17A, IL17F, IL 22

Front Immunol. 2021;12:622934.
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Thuédc tac déng trén con dwdng I1L23

: IL23 |L12
Risankizumahb = ITerr—

Brazikumab | stekinuma M
Guselkumab w — Briakinumak ‘_l
Mirikizumab

Tildrakizumab

PTG-200 |——

.

IL17A ILATF

G [
Secukinumab | —| ..’. Se ..

Front Immunol. 2021;12:622934.

UST cho théay hiéu qua gitp bénh nhén IBD dat duoc lui bénh bén virng trong

thir nghiém |adm sang va thuc té lam sang

* Bénh nhan CD duy tri dap (ng Idm sang va lui bénh |3m sang tro * Trong UNIFI LTE, 2n I"'Ut 55.2% va _5?.2%"06ng 5_6 benh nhﬁnﬂ
sudt 5 nam khi b!:anh nhI;n ﬂgzllp ing I;ﬁ1 sang vdi digu tri d:a nha';g (aBw va q12w) dat lui bénh khéng triéu chiing® va lui bénh khéng
i CS trong 4 nam.? c
TM-UNITI LTE: Lui bénh I5m sing* tdi Tuin 252 UNIFL LTE: Lui bénh khong triéu ching, khong CSt dén

Tuan 200 & t5t ca bénh nhan UC dvdc chon ngau nhién dé
trong tat ca bénh nhan CD phan bé ngdu nhién: ONRI nhin UST & Tuin 0 cia qua trinh digu tri duy Bri2tas=s e Onra
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Weeks after entry into maintenance oo prw)
From wesk 55 Maintenance Week
=8 PBO (n=131) —-UST 90 mg gl2w (n=129) = UST 90 mg q8w (n=128)

—m— UST 90 mg SC q12w (n=141)  —&— UST 90 mg SC g8w (n=143)

amiation as definad 44 & COAL S0k Jowar Ehin 150 polrts; +3ymptomasic reméasion s dufinad ks 8 shoc fraquenc wibacors of 0.0r 1 8 ectal laeding subaccrs of 0

D it |ED, infammatary Bowsl deeais; LTE, |hig-tarmn aceb , o m...-u-..--- imputation: PEO, plicebo; quw, every x wesks; UC, ulosralive coliis; LIST, witekinusiab,
I MMW,MI mwudwmz MS?B 5” 2 ARCW, &t el POISE. U\IM&MHWW Wk, 8-11 October 2003, Viafn.
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cho phép bé&nh nhan mac IBD dat dwoc va duy tri sw lui bénh 1au dai ma khéng can CS

IM-UNITI LTE: CS-free clinical remission*® through UNIFI LTE: CS-free sympltomatic remission through Week
Week 252 in all randomised patients with CD* 200 in all randomised patients with UC who continued
C UST treatment in the LTE2 415 uc
—p— 98% of patients who 95% of patients who
8§9.5% of patients 1 ]3133% Df palt_lerltxl were in symptomatic were in symptomatic
100 1 whu. were in dinical r;n":é:;:r;ﬁ&"? 100 - remission through remission through Year
remission through Year 5 were CS—f?ee R CS-free | | 4 were CS-free
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\ 58.9% of patients
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E
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52 252 20 4
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B&nh nhan dat dworc sw cai thién cé y nghia vé ndi soi va lanh niém mac bang

liéu phap khéi tri va duy tri bang UST

Prospective sub-study within the UNITI-1 and -2 induction and IM-UNITI maintenance studies

Ty lé bénh nhan dat dap dng vé ndi soi Ty l& bénh nhan vdi dap ifng vé ndi soi va
va lanh niém mac tai Tuan 8 lanh niém mac tai Tuan 44
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29.9 A 3.6% A 4.9%
20.6 p=0.252 p=0.141
20 1 13.4 [ 1 | Bltl
o __._J_ o
Clinically meaningful Endoscopic Endascapic Mucosal SES-CD =3-point Endoscopic Mucosal
endoscopic response remission healing reduction response healing
improvemant
W PEOD pooled UST poeoled EPBO HUST 30 mg UST 90 mg usT
{n=97) {n=135) {n=24) ql2w (n=17) gBw [n=29) combined (n=46)

A higher (not significant) number of patients with CD achieved clinically meaningful endoscopic improvement, endoscopic response,
endoscopic remission and mucosal healing with UST vs. placebo at Week 8 and Week 44 in the UNITI studies

O, Crshers disnsse; PBO, placabo) s, swary @ wasks: 55, subcstanscus; SES-CD, Simple Endeeople Seora for Crobe's dissase; UST, ushakiny mak.
Rugeacts P, it . Gestroantamlegy 2018;155:1045-1058
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Piéu tri nham dich: Uc ché Interleukin 23—' )

Uc ché& chon lgc IL-23 théng qua viéc nhdm muc tiéu cu thé caa ti€u don vi IL-23p19

Intedeukin-23
Indications Status ROA nsof p1o
CD, PsO, PsA Approved
Risankizumab rzaa? IV/SC
uc Phase 3
Mirikizumab®* CD, UC Phase 3 Iv/scC
uc, CD Phase 3
Guselkumab?® IvV/scC
PsO, PsA Approved
Interleukin-17
. Interferon-y
|~ GM-CSF
P . e — THF-u
PsO, vay nén; PsA, viém kh&'p vay nén. Th1? Interleukin-2L

Guselkumab hién chua cé chi dinh diéu tri IBD tai Viét Nam

1. Image: Neurath, MF. Nat Med. 2007;13(1):26-28. 2. Risankizumab® [Prescribing Infermation]. North Chicago, Mirikizumab CD: https://dlinicaltrials gow/ NCTO2891226.
Accessed February 14, 2023 4. Mirikizumab UC: https://dinicaltrials.zov/NCT03524092 . Accessed February 14, 2023 5. [Prescribing Infermation].

Risankizumab (IL-23i) trong diéu tri bénh Crohn

Hiéu qua dwoc danh gia théng qua cac tiéu chi chinh (Lui bénh 1am sang va Dap (rng trén ndi soi)
tai Tuan 12 trong nghién ciru ADVANCE

100 - p<0.0001 100 + p<0.0001 100 + p<0.0001
80 - p<0.0001 80 - p<0.0001 80 - p<0.0001
1 1 |
60 60 - 60
45 4 44 g

Percent of Patients (%)

40 1
20 -
135/339 100/339
u - 4 .
Lui bénh 1am sang CDAI SF/APS Clinical Remission Pap rng nodi soi
M RIS 600 mg IV B RIS 1200 mg IV M Placebo

Lui benh l&m sang COAI: COAI <150;
SF/APS [stool frequency and abdeminal pain score) clinical remission: average daily stool frequency 22.8 and not worse than baseline and average daily abdominal pain score 21 and not worse than baseling);

Endoscopic response: decrease in S£5-C0 of »50% from baseline; or for patients with isolated deal disease and a baseline SES-CD of 4, at least a 2-point reduction from baseling),
as soored by central reviewer.

Adapted from D'Haens et al. Lancet 2022,399-2015-30.

TO! UU HOA TRONG CHAN DOAN VA QUAN LY CAC BENH NOI CO XUONG KHOP




HOI NGHI THUONG NIEN NAM 2024
LIEN CHI HOI BENH TU MIEN CO XUONG KHOP TP.HO CHi MINH

Risankizumab (IL-23i) trong diéu tri viém loét dai trang
Hiéu qua duoc danh gid théng qua tiéu chi chinh Lui bénh 1am sang tai Tuan 12 trong nghién ciru INSPIRE

Lui bé&nh l1dm sang theo tirng diéu trj trwére dé

100
X 8o -
W A213
= A14.0% (14.6,27.9)
% 60 {10.0, 18.0)
A7.2

& 0 (2.6,11.8)
s ™ 29.7
c 20.3
w
£ 20 1 - 11.4
k] 6.2 -~ : 4.3

0 _— _-

Tong Non-advanced therapy-IR Advanced therapy-IR
PBO IV = RIS 1200 mg IV

*p=0.00001 vz PBO.

P-value for treatment difference between RIS and PBO, using Cochran-Mantel-Haenszel (CMH] test for categorical endpoints, controlling for stratification factors.

Clinical remission (per Adapted Mayo score): SFS £ 1 and not greater than baseline, RBS of 0, and endoscopic subscore £ 1 without friability.

Results reported as adjusted trestment difference RIS vs PBO, % (35 Cl) and are based on non-responder imputation incorporating multipls imputation (MR-MI) to handle missing data due to COVID-19 or due to
geopolitical conflict in Ukraine or surrounding areas.

Cl, confidence interval; COVID-19, coronavirus disease 2019; IR, inadequate response; IV, intravenous; PEO, placebo; RBS, rectal bleeding score;

RIS, risankizumab; SFS5, stool frequency. Louis et al. UEGW 2023 #0P021.

Cac thir nghiém LS dang dién ra sé& cung cap thém dir liéu vé hiéu qua diéu tri cla trc ché

IL-23 trong IBD, ca dudi dang don tri liéu va két hop vé&i cac ché pham sinh hoc khac

Nghién cifu GALAXI-1: Lui b&nh l3dm sang dén Tudn 48 trén % MNghién cifu QUASAR: Pap dng |am sang & Tudn 12 trén bé E %

bénh nhan CD trung binh -nang (N=248)1* = nhan UC trung binh — nang (N=313)2 uc
. 5233 3 (5% CI: 2.6, 44.00
& 100 .
= 82331 (5% O, 20,8, 45.4)
" P <0001
= 80 1 § 100+ I *epssingl povalos <0.001
& 63.3 u £=336 (85 CI: 10,8, 453}
T &0 g = P =0,001
] @
- 401 £ 614 60.7 611
el a
£ w
] [-]
s c
B nih= 1=]
& g4 5
Clinical remission a2
£
GUS 200 mg IV induction -> 100 mg SC maintenance

®GUS 600 mg IV induction -> 200 mg SC maintenance
®EUS 1200 mg IV induction -> 200 mg 5C maintenance
mUST

Among patients in CDAI clinical remission at week 48 in pooled GUS
groups, 95.8% (115/120) were corticosteroid free?

Guselkumab hién chua cd chi dinh digu tri IBD tai Viét Mam

*Ustekinumab inclu

sons. planned bebween GUS and UST in the study.
H inflammat ase; IL, intereuking IV, intravencus; SC, subcutaneous; UC, ulcerative colitis; UST, ustekinumab
X0, Virtual, 16 gl'r.' ruary 2022. OP24; 2_ Dignass A et al. Presented at ECCO, Virtual, 16-19 February 2022, OP23,, 3 ,-1e||,=le ECCO 2023 #P473
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Risankizumab (IL-23i): Hiéu qua so vé&i adalimumab

Risankizumab (IL-23i) cho thay hiéu qua sach da vwrot tréi so véi Adalimumab

(anti-TNF) trong diéu tri vay nén tir trung binh-nédng

100 .  Céc dong tiéu chi chinh tai Tuan 16

84 All p<0.0001

91

Percent of Patients (%)

PASI90 sPGA 01 PASI100 SPGA 0 PASITS
mRisankizumab (n=301)  mAdalimumab (n=304)

Reich et al. Lancet. 2019;394:576-586.

Guselkumab: Pap trng PASI 90 tir tuidn 52 dén tuan 252

Proportion of Patients Who Achieved PASI 90 Response from Week 52-252 (TFR, NRI, OBS)
in the Combined GUS Group*

100 = 80.6 833 84.0
2 79.7 821 82.9 84.3 86.6
E a0
= 4 - _ 822 841
o 75.5 745 - 725 ———— ——
= 60 68.4 B6.6
g
& 40 <
c
g 204
[
a
ﬂ L) L] LJ L] L " L] L) L] L} L) LJ ¥ L] ¥ L) L] L) L) L) L) L] L L] L
52 60 €8 76 B4 92 100 108 116 124 132 140 148 156 164 172 180 188 196 204 212 220 228 236 244 252
Weeks
—@— Combined GUS Group (TFR) —4#— Combined GUS Group (NRI) - & - Combined GUS Group (OBS)
TFR: n=468 448 432 411 3
NRI:  n=494 494 494 494 424
OBS: n=463 4432 4325 401 380
*Includes patients randomized to GUS at baseline and to PBO who crossed over to GUS at Week 16.
GUS; Guselkumakb; NRI; Nonresponder imputation; OBS; As observed; PASI; Psoriasis Area and Severity Index;
PBO; Placebo; TFR; Treatment Failure Rules. Griffiths et al. Poster Presentation Coastal Dermatology Symposium 2020, October 15-161,
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NGHIEN CfU VOYAGE-1, DISCOVER-1

GUSELKUMARB (IL-23i): Hiéu qua trong diéu tri vay nén va vay nén khép

. s a ., . R Hiéu qua trén da: Dap (rng PASI7S tai Tudn 16
Hiéu qua trén khép: Dap (rng ACR20 tai Tuan 24 s ptmg ;
100
100 - 91.2
=
3 20 - E 80
:
s ¥ < &0
& &
o s
a- 40 ol
- 2
= -iE- 40
20 A
20
o 5.7
ACR20
m PBO [n=246) 0
PASI75
® GUS 100 mg g8w (n=248)
B GUS 100 mg gdw (n=245) mPBO (n=174)
m GUS (n=329)
*p<0.0001 Blauvelt et al. J Am Acad Dermatol 2017;76:405-17.
DISCOVER 2

Hiéu qua trén khép cua Guselumab 12 bén virng trong 2 ndm trén BN PsA

= ACR20 response rates among GUS-treated pts increased after W24 and were maintained through W100
= Among pts receiving GUS Q4W or Q8W from W0-100: 74-76% achieved ACR20

100 - ACR20 (NRI)*!
=
8 80 - 79 75 76 76
ﬂcﬂ T2 -~ "W - m—mm———a ] E‘é
.‘3 60 - 70 70
[
k]
§ %0
g
20
g
[
0g T T T T T T T T T T T T T T T T 1
0 4 8 12 16 20 24 28 36 44 52 56 60 64 68 72 76 84 100
Weeks
~+-PBO (N=246) GUS Q8W (N=248) -s-GUS QAW (N=245) ~®-PBO->Q4W (N=246)"

*P=0,001; *P=0.05. *Response rates derived using nonresponder imputation (MRI) for missing data. Sincludes patients randomized to Q4W & Q8W at Week 0 who received =1
dose of study agent. IPBO-controlled period from W0-24. Active-treatment period from W24-100. 1238 crossed over to Q4W at Week 24 & 8 received placebo only before
study agent discontinuation.

nMcinnes I8, et al. Arthritis Rheumatol. 2022;74{3):475-885.
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Moi quan tam vé an toan cua cac thuoc lwa chon hién tai

0 Viém gan
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—_ g ey
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n—— . b )

Ustekinumab: Tinh an toan

IM-UNITI & Year LTE

Key Safety Findings Through Week 252: Patients Who Entered
the LTE

PBO 5C 90 mg 5C ql2w 90 mg SC q8w Combined
(N=188) [N=232) (N=354) (N=587)
89.0

Average duration of follow-up [weeks) 193.3 204.5 206.8
Total patient-years of follow-up 3185 862.2 1392.5 2254.5
Deaths 0 2 4 6
Number of specified events per 100 patient-years of follow-up (95% Cl)
AEs 452.1 (420.1, 476.1) 306.1 (2045, 3120 337.1 2275, 31469 325.2 (2178, 332.8)
SAEs 20.4 (158, 26.0) 18.1 (15.4, 21.2) 16.8 [14.7,10.1) 17.3 15.6, 10.1)
Infections? 103.0 (92.1, 114.8) 92.7 (25,4, 90.3) 93.8 (28.8, 00.0] 93.4 (80.4, 07.4)
Serious infections® 3.E (19.6.6) 4.6(33,631 2.7 (18,37 3352743

*  No new deaths were reported after Week 156 (6 reported previously)

" Six patients had malignancies (excluding NMSC) between Weeks 156 and 272

— UST gl2w: intraocular melanoma, renal cell carcinoma

— UST g8w: endometrial adenocarcinoma, lentigo maligna melanoma, lobular breast cancer in situ, pancreatic carcinama
Clin Gastroenterol Hepatol. 2022 Mar;20(3):578-590°
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Nghién ctru VOYAGE - Di¥ liéu an toan dén Tuan 264

Combined GUS ADA—GUS All GUS Group®
Group* (n=494) Group**® (n=280) (n=774)
Average duration of follow-up 2264 1990 216.5
{weeks)
=1 AE, n (%) 447 (98.5%) 237 (84.5%) 679 (B7.7%)
Discontinued due to 21 AE, n 33 {E.?yu] 14 {5.0%] 47 [51"’} Khang ghi nhan trl.l'f)’ng hD’p bénh |aO hoat
%) 2 1 : : :
1 SAE, n (%) 95 (19 29%) 37 (11.4%) 127 (16.4%) ddng hodc nhiem trung co hgi
Infections, n (%) 357 (72.3%) 190 (67.9%) 547 (70.7%)
Requiring antibiotics 188 (38.1%) 101 (36.1%) 288 (37.3%) . . L . . s o e ew
Serious infections 18 (3.6%) 4(1.4%) 27 (2.8%) Khéng ghi nhén phan &ng phan vé hodc ging
Malignancies other than 15 (3.0%) 3(1.1%) 18 [2.3%) bénh huyét thanh da duwoc bao cao
NMSC?, n (%)
NMSC, n (%) 9 (1.8%) 4(1.4%) 13 (1.7%)
MACE, n (%) 6(1.2%) 2{0.7%) 8 (1.0%) Khéng ghi nhén treéng hop IBD
Suicidal ideation and behavior, 3 (0.6%) 2(0.7%) 5 (0.6%2)
n (%)
Deaths, n {%} 4 (0.8%) 1{0.4%) 5 (0.6%)

ADA=Adalimumab; AE=Adverse event; GUS=Guselkumab; MACE=Major adverse cardiovascular event; NMSC=Nonmelanoma skin cancer; SAE=Serious adverse event. *Includes patients
randomized to GUS at baseline and to PBO who crossed over to GUS at Week 16. **Includes patients randomized to ADA at baseline who crossed over to GUS at Week 52_ fincludes

Combined GUS Group and ADA-»GUS Group as defined abowve. #Includes 4 colorectal, 3 breast, 2 each of head and neck, melanoma, and prostate, and 1 each of bladder, brain, lymphoma,
sarcoma, and stomach. Griffiths et al. Poster Presentation Coastal Dermatology Symposium 2020, October 15-16!,

Théng tin can ghi nhé

IMIDs la nhém bénh do réi loan diéu hda mién dich, cé thé anh hwédng trén nhiéu co

quan lién quan béat thudng vé di truyén va tac dong cla yéu té méi trwdng

Co ché bénh sinh phtrc tap cé lién quan cac cytokine tién viém, trong dé, IL23 déng
vai trd 1a mét trong cac “master regulators” cia qua trinh viém qua trung gian mién

dich, anh hudng dén cac co quan dich nhw ruét, da, khép...

IL23i ¢6 tAm quan trong trong gidi quyét “thwong ngudn” dong thac viém, giup giai

quyét va 6n dinh bén virng tinh trang viém mién dich

IL23i @& dwoc chirng minh tinh hiéu qua va an toan trong diéu tri IMIDs qua cac

nghién ctru
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Xin cam on!

IBD-START

Inflammatery Bowel Disease
- Study Training And Research Team
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