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Infliximab otnv Atovikn 2movduAapBpitida:
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evOOPAEPLA euTELplor OTN oLYYXPOVN UTTIOOOPLO.
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2UYKPOUGN CUUPEPOVTIWV

e TLUNTKA apoPn amno Tnv etapia Vianex yla tTn CUYKEKPLUEVN
nopouacioon



Mapouoiaon mePLOTATIKOU

* Avdpac 28 eTwv e EAEVOEPO ATOULKO LOTOPLKO

* Matepac pe IBD related arthritis

e Ao 2etiog xapunAn ooduoadyia pe e€apoelc Kol UPECELC
e KaAn avtamokpion oe MZAQ

* Embeivwon TwV CUPMTWHATWY OO KNVOC UE OVAYKN KABNUEPLVWV
Heylotwyv dooswv MZAQ

* MapaAAnAa aAAayr TWV KEVWOEWV KOl NTTLO KOWALAKO AAYOC
* Maparounn o€ PEVUATOAOYO



Mapouoiaon mePLOTATIKOU

* Turukn pAeypovwdnc oopualyia

* Xwplc nepupepikn apbpitida

e Xwpic evpnuata amno 6epua kot opOaApoug
* CRP x 3, ESR 45, Aouta epyaoctnplakd Ko

* HLA- B27 +

* Ro LepoAayoviwv: nria okAnppuvon AE
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Mapouoiaon mePLOTATIKOU

* Kohovookomnon: teAkn e ettda
* Evapén i.v Infliximab 5 mg/kg 2B

e Apeon KALWVLKN KOL EPYOOTNPLAKA QVTOTTOKPLON TO0O OO TO
LLUOOKEAETLKO OCO KOlL ATIO TO TIETITIKO



O poAoc tou TNF otnv naBoyeveon tnc axSpA

* O TNF-a amoteAel kevtplko puBuioth tng pAeypovwdouc aviidpaonc
e AeLTOUPYEL WC KUPLOC KOUPBOC 0TO HLKTUO TWV KUTTAPOKLVWV

* Evepyorolel po-pAeYUOVWOELC UNXAVIOUOUC, OTIWC:
* IL-1, IL-6, IL-17/23, IFN-y

* MMpoayel tn dtadpopomnoinon T-PonOntikwv Aepdokuttapwy Turou 1 kat 17
e Alatnpel Eva xpovio mpo-pAeypovwoec teptBaAiov

e EVIOXUEL TN LETOVAOTEUON KOl CUCOWPEVON PAEYHOVWOWV KUTTAPWV
OTOUC LOTOUC

* JUVOEETAL LE CUOTNHATIKEC EKONAWOELS Kal TtPooPoAn moANaTAWY
OpYAVWV

Muth K.N et al J. Clin. Med. 2023
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KAwLKN onuoola tng avaotoAng tou TNF otic 2mA

* H avaotoAr tou TNF odnyel og BeAtiwon OAwV Twv KPAVOEWV TNS VOOOU

* ATIOTEAECUATIKOTNTA OF:
* afovikrn tpooBoAn
* mepldeplkn apbpitidba
e gvBeoitida, SakTuAitida
e Inuavtikn 6paon oTlc e€wapOpLkEC ekONAWOELC:
* dAsypovwdnc voooc EVIEPOU
e payoslditda
e pwplaon
* BeAtlwvel:
* AELTOUPYLKOTNTA
e molotnTa {WNC
e £pyQOLOKN LKAVOTNTA

2UUBAAAEL OTOV EAEYXO TNG CUCTNUATIKAG GAEYUOVAG

Ramiro S et al. Ann Rheum Dis 2023



Infliximab: pnxaviopocg 6paoncg kat tlaltepa
XOPOAKTNPLOTIKA

e XLHALPLKO LOVOKAWVLKO avTtiowpa evavttl tou TNF-a

* YYnAn cuyyevela Kat Loxupn avaotoAn tou TNF

* Apa TOOO OE€:
e StaAuto TNF
e uepPpoaviko TNF

* Mmopel va TTPOKAAECEL ATTOTITWON EVEPYOTIOLNUEVWV T-
AEUDOKUTTAPWV

e Aoocoloyia e Baon To cwHATKO Bapoc - eéatopikevuon Bepamelog
* Taxela evapén dpaonc, Wlaitepa oe acBeveic pe vPnAn evepyotnta

Tracey D et al Pharmacol Ther. 2008
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Table 1. Baseline characteristics.

Characteristic All patients (n = 39) Psoriasis (n=10) IBD (n=13)
Age (years), mean + SD 335+84 365+75 30.5+6.5
Disease duration (years), mean = SD 3.15+1.9 3620 27415
Male sex, n (%) 22 (56%) 6 (60%) 6 (46%)
Body Mass Index (kg/m?), mean + SD 263132 275+34 255+28
Employed, n (%) 31 (80%) 9 (90%) 10 (76.9%)
Psoriasis, n (%) 10 (26%) - -
IBD, n (%) 13 (33%) - -
Prior biologics, n (%) 11 (28%) 3 (30%) 2 (15%)
One prior biologic, n (%) 8 (21%) 2 (20%) 2 (15%)
Two prior biologics, n (%) 3 (8%) 1 (10%) 0

IBD: Inflammatory bowel disease, SD: standard deviation.



Table 2. Measures of disease activity, quality of life, and work productivity.

Outcome Baseline* 6 months* 12 months* A (06 m) 95% Cl pt (0-6m) A (0-»12m) 95% Cl pt (0-12m)
ASDAS 341+£1.20 1.69 £ 1.10 1.73£1.10 1.72 0.67, 2.77 0,002 1.68 0.61, 2.75 0,003
BASDAI 5.50+1.40 2.34+1.30 2.38+1.30 3.16 1.49, 4.83 0,017 3.12 147, 4.77 0,02
EQ-VAS 0.56 +0.20 0.85+0.20 0.83+0.20 -0.29 -0.55, —0.03 0,03 -0.27 -0.52, -0.03 0,027
HAQ 0.93+0.30 0.37£0.20 0.40 £ 0.20 0.56 0.03, 1.09 0,04 0.53 0.01, 1.05 0,042
Absenteeism % 11.20 £ 5.00 6.90 + 4.20 7.10+4.40 4.30 2.25,635 <0.001 4.10 2.05;/6.15 <0.001
Presenteeism % 4350+12.00 22.40+10.00 19.70+9.50 21.10 14.89, 27.31 <0.001 23.80 17.93, 29.67 <0.001
Activity Impairment % 4380+ 1520 22.00+1430 21.30+14.70 21.80 1.93, 41.67 0,032 22.50 7.10, 37.90 0,003
Work Productivity Loss % 35.60+13.40 15.10+9.90 14.50+9.90 20.50 9.61, 31.39 0,028 21.10 10.86, 31.34 0,025
CDAI (IBD) 268 + 52 172 £ 44 166 + 42 96.00 18.57, 173.43 0,017 102.00 23.81, 180.19 0,015
(n=9)

Mayo Score (UC) (n=4) 70112 1.75+0.9 20+1.0 5.25 -1.55, 12.05 0,25 5.00 -1.78, 11.78 0,32
BSA (psoriasis) (n=10) 433+1.1 1.40+0.7 1.20+£ 0.6 2.93 0.13, 5.73 0,042 3.13 0.22, 6.04 0,038

n =39, otherwise stated after each variable, * mean + SD, 1 Holm-Bonferonni adjusted p-values, A: change from baseline, ASDAS: Ankylosing Spondylitis Disease
Activity Score, BASDAI: Bath Ankylosing Spondylitis Disease Activity Index, EQ VAS: Euroquol Visual Analog Scale, HAQ: Health Assessment Questionnaire, CDAI:
Crohn’s Disease Activity Index, UC: Ulcerative Colitis, BSA: Body Surface Area.



[Tapovoilaon MeEPLOTATIKOU

* 1 xpovo peta tnv €vapén tou i.v Infliximab og mARpn epyaoctnpLakn
Kol KALVIKN Udeon

* N€a KOAOvooKOTnon xwplc evepyotnta

* [Mowo Ba ATav To EMOpEVO BAua
e JUVEXLON i.V OXNMUATOC;
* AN\ayr o€ sc xopriynon tou ¢papuaKkou;



Baraliakos et al. BMC Rheumatology (2025) 9:139 BMC Rheum atology
https://doi.org/10.1186/541927-025-00594-9

. . . ®
A retrospective, multinational, cross-sectional =

survey of real-world outcomes for patients
with axial spondyloarthritis receiving
subcutaneous infliximab

Xenofon Baraliakos', Ye Eun Lee?, Soyeon Park? Young Nam Lee?, Isabel Truman?®, Molly Edwards?®, Emily Quifiones’
and Raj Sengupta®>®’



Table 1 Baseline characteristics of patients with axSpA treated

with SC IFX

Patients
with axSpA
(IN=191)
Age, years, mean (SD) 445 (11.2)
Sex, male, n (26) 117 (61.3)
BMI, kg/m?2, mean (SD) 258 (3.8)
Country, n (%6)
France 50 (26.2)
Germany 31 (16.2)
Italy 30 (15.7)
Spain 30 (15.7)
UK 50 (26.2)
Smoking status, n (%6)
Current smoker 35 (18.3)
Ex-smoker 54 (28.3)
Never smoked S2 (48.2)
Unknown 10 (5.2)
Disease subtype, n (26)
r-axSpA 116 (60.7)
nr-axSpA 75 (39.3)
Patients with concomitant condition, n (26) 68 (35.6)

Patients with autoimmune conditions, n/N (26)
Concomitant medication, n (26)
csDMARD
NSAID-COX inhibitor
Corticosteroid
Total number of lines of advanced therapy, mean (SD)
Current line of therapy, n (26)
1
2
3
Previous advanced therapy ever prescribed, n (26)
Adalimumab
Infliximab
Etanercept
Secukinumab
Upadacitinib
Tofacitinib
Guselkumab
Ixekizumab
Duration of SC IFX therapy, months
Mean (SD)
ESR at initiation, mm/hour
Mean (SD)
CRP at initiation, mm/hour
Mean (SD)

27/61 (44.3)

17 (8.9)

35 (18.3)
4 (2.1)

1.4 (0.6)
n=183
130 (71.0)
41 (22.4)
12 (6.6)
n=>53

34 (64.2)
13 (24.5)
S (17.0)
2(3.8)
2(3.8)
1(1.9)
1(1.9)
1(1.9)
n=169
157 (15.2)
=159
62.4 (48.0)
n=180

49 .0 (65.8)




p<0.0001 p<0.0001
100 - 100 1
80 - 80
Disease severity Progression of disease
< 60 B severe ® 60 [l Deteriorating
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(8473.7)
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At initiation At data collection At initiation At data collection
(n=190) (n=190) (n=188) (n=188)

Fig. 1 Change in (a) disease severity and (b) progression of disease with SC IFX. Wilcoxon signed-rank test used for statistical analysis. Physicians were
asked to provide their own perception of the severity and progression of their patient’s condition at initiation of treatment and at the time of data collec-
tion. A indicates change from initiation to data collection. Abbreviations: IFX infliximab, SC subcutaneous

a b
A=20
4.5 - p<0.0001 10 -
o A-4.4
p<0.0001 A-37
| | p<0.0001
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- At data collection

Mean number of joints

Mean level of pain/fatigue experienced*

Affected joints Tender entheseal points Pain Fatigue
(n=191) (n=169) (n=188) (n=187)



Patients, %
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Patient-reported satisfaction
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Efficacy of subcutaneous vs intravenous infliximab in
rheumatoid arthritis: a post-hoc analysis of a randomized
phase lll trial
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ABSTRACT

Objectives: There are few comparative data for tumor necrosis factor inhibitors in patients with
rheumatoid arthritis (RA).

Methods: Historical data for reference product/biosimilar intravenous infliximab, or adalimumab and
etanercept, were pooled and compared with phase 3 study results for a subcutaneous (SC) formulation
of the infliximab biosimilar CT-P13, in a systematic review and meta-analysis (PROSPERO: CRD42019149621).
Results: The authors identified 13 eligible controlled trials that randomized over 5400 participants to
prespecified treatments of interest. Comparison with pooled historical data suggested a numerical advan-
tage for CT-P13 SC over intravenous infliximab for almost every prespecified efficacy outcome evaluated,
including Disease Activity Score in 28 joints (C-reactive protein/erythrocyte sedimentation rate), Clinical/
Simplified Disease Activity Index scores, American College of Rheumatology responses, and multiple
measures of disease remission and low disease activity; for the majority of outcomes, there was no overlap
in 95% confidence intervals between groups. A numerical advantage for CT-P13 SC was also observed for
safety outcomes (adverse events, infections, and discontinuations). Similar, but less marked, trends were
observed for comparison with historical efficacy and safety data for adalimumab/etanercept.

Conclusion: CT-P13 SC offers an improved or similar benefit-to-harm ratio compared with infliximab
(intravenous) and adalimumab/etanercept, for the treatment of moderate-to-severe RA.
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patients with immune mediated
diseases in clinical remission

Nikos Viazis'*, Anastasios Karamanakos?,

Konstantinos Mousourakis?, Angeliki Christidou?,

Fotios Fousekis?®, Konstantinos Mpakogiannis?,

Anastasios Koukoudis®, Konstantinos Katsanos®,

Dimitrios Christodoulou?, Myrto Cheila?, Maria Tzouvala®*,
Eirini Zacharopoulou®, Maria Palatianou®, Olga Giouleme?®S,
Anastasia Katsoula®®, Christos Liatsos’, Nikolaos Kyriakos’,
Evi Zampeli®, Evgenia Papathanasiou®,

Angeliki Theodoropoulou®, Konstantinos Karmiris®,

loannis Psaroudakis®, George Tribonias!’, Souzanna Gazi',
Evangelia Mole", Theodoros Dimitroulas®?,

Christos Koutsianas®?, Dimitris Vassilopoulos®?,

George E. Fragoulis'*, Nikos Michalakeas',

Charalampos Papagoras®, Pantelis Panagakis®®,

Marina Papoutsaki'®, Vasiliki Chasapi'®, Alexandros Stratigos’®
and George Katsikas?



Results: Between April 2023 and April 2024, a total of 344 patients (CD = 136,
UC = 62, SpA = 52, PsA = 38, RA = 7, PsO = 44, co-existence of more than one
disease = 5) were switched from I[FX-IV to IFX-SC. After a mean+SD follow up
period of 8 + 4 months, 12 patients (3.5%) discontinued treatment with IFX-SC.
Five of them (1.5%) because of disease worsening and the remaining 7 (2.0%)
because of the occurrence of side effects. All 332 other patients (96.5%) showed
favorable response, none of them requested an unscheduled visit, or developed
an adverse event (clinical or laboratory) or needed escalation of treatment.

Conclusion: Elective switching from IFX-IV to IFX-SC seems to be an effective
and safe approach in real-world every day clinical practice to maintain long-
term clinical remission, inactive disease or low disease activity in patients with
Immune-mediated diseases.



KAWLKA epwtnpota otnv Kabnuepwvn npaén

e TL KAVOUNE e ToVv acBevn ou avtamokpivetat otnv infliximab;
e Atatnpoupe tTnv evbodAEBLa Beparmeia;

* MetaPaivoupe og urtodopLa popdn;

* —eKIlVALE e€apxNC He uTtodopLla Beparmeia;

* Moloc aoBevnc eival kKatdAAnAoc yla KaBe otpatnyLKkn;

* [Moloc eival o BEATLOTOC XpOVOC pHeTaBaonc;



Stydy protocol

 Comparative Real-World Effectiveness, Drug Survival, and Patient-
Reported Outcomes of Subcutaneous Infliximab Strategies in Axial
Spondyloarthritis: A Prospective Cohort Study

* Objective: To compare treatment persistence, effectiveness, safety, and
patient-reported outcomes between patients switching from IV to SC
infliximab and patients managed with SC infliximab who are in low disease
activity or remission at a comparable index date.

* Methods: Approximately 50 patients with axSpA treated with SC infliximab
will be included in this prospective observational cohort study. The primary
outcome will be 12-month drug survival. Secondary outcomes include
disease activity, patient-reported outcomes, treatment satisfaction,
healthcare utilization, and safety.



Baseline and disease characteristics of patients initiating

subcutaneous infliximab (SC IFX) or switching from intravenous

VELELIES

Age?
Disease duration?

HLA-B27

Prior bDMARD

cDMARD
Adverse events

Leading to drug discontinuation
Injection site reaction
Preference

Yes

No preference

2 mean (SD), ® student's t-test, © chi squared, ¢ Fisher's exact test, HLA-B27: human leukocyte antigen B27, r-axSpA:
radiographic axial spondyloarthritis, IBD: inflammatory bowel disease, bDMARD: biologic disease-modifying

antirheumatic drug, cDOMARD: conventional disease-modifying antirheumatic drug, NSAID: nonsteroidal anti-
inflammatory drug.

SC start (n=22) Switch to SC (n=31) | p-value |

39.45 (11.95)
5.95 (3.59)
14 (64%)
12 (55%)
11 (50%)

7 (32%)

5 (23%)

11 (50%)

6 (27%)

5 (23%)

4 (18%)

4 (18%)
0

15 (68%)
1 (5%)
6 (27%)

44.42 (13.57)
7.87 (5.41)
15 (48%)

9 (29%)

18 (58%)
13 (42%)
10 (32%)
19 (61%)

8 (26%)

8 (26%)

6 (19%)

3 (10%)
3 (10%)

23 (74%)
5 (16%)
3 (10%)

0.18°
0.16°
0.27¢
0.06°¢
0.56°¢
0.45¢
0.45°¢
0.41°¢
0.90°¢
0.79¢
0.59¢

0.70¢
0.29¢

0.64¢

Unpublished data



Comparison of longitudinal clinical and patient-reported outcomes between treatment groups

lememe | smos | emowhs | mows | pueues

Absenteism

Work Impairement

Activity Impairement

SC start
1.57 (0.25)
1.74 (0.66)
0.62 (0.34)

73.41 (11.38)
0.36 (0.14)
3.34 (2.47)

14 (11.88)
16.34 (12.72)

13.18 (16.44)

Switch to SC
1.66 (0.28)
2.16 (0.68)
0.54 (0.32)

70 (8.76)
0.38(0.18)
3.98 (3.23)

20.43 (13.47)
23.16 (13.73)

18.39 (12.93)

SC start
1.47 (0.32)
1.57 (0.46)
0.51 (0.29)

75.91 (10.19)
0.28 (0.15)
1.86 (2.74)
12 (10.05)

13.24 (11.17)

10 (12.72)

Switch to SC
1.48 (0.35)
2.13(0.43)
0.47 (0.23)

72.58 (7.17)
0.38 (0.23)
2.69 (3.54)

13.57 (8.26)

15.74 (8.27)

14.52 (12.34)

SC start
1.41 (0.33)
1.50 (0.53)
0.44 (0.22)
77.73 (9.6)
0.29 (0.19)

1.6 (2.79)
9(9.12)
9.93 (9.66)

10.45 (13.62)

Switch to SC
1.17 (0.34)
1.60 (0.49)
0.39 (0.22)

76.77 (8.02)
0.32 (0.19)
1.54 (2.60)
9.64 (9.99)

10.47 (11.1)

9.68 (10.16)

SC start
1.31(0.34)
1.32 (0.75)

0.49 (0.3)

82.11 (8.05)
0.24 (0.19)
1.26 (2.50)
3.53(4.93)
4.18 (5.01)

3.33(5.94)

Switch to SC
0.87 (0.33)
0.99 (0.70)
0.31(0.20)

82.07 (7.62)
0.24 (0.21)
0.60 (1.27)
4.62 (7.06)
5.16 (7.54)

5.17 (7.85)

between
group

0.37
<0.001
0.11
0.40
0.47
0.81
0.31

0.30

0.51

time * group
0.003

<0.001

0.36

0.17

0.046

0.10

0.17

0.13

0.02

Unpublished data



Take home message

* O TNF armote)el Kevtplko oto)Xo otnVv maboyeveon TNE aovikng
omtovbuAapBpitidac

* To infliximab ntpood€pel LOYUPO Kal eLPL EAEYXO TNC VOOOU OE TTOAAATTAEC
EKPAVOELC

* H umtobopLa popdn dtatnpel tnv amoteAeoHATIKOTNTA, LE BEATIWEVN
£UKOALQL KL auTOVOuLa yLa ToV acBevn

* Ta 6edopeva mpayuatikng wnc vtootnpilouv tnv acdain Ko
QATMOTEAECHATIKN XpNon, kKabwc kol tn petafoon amno evbodpAeBLa oe
vrtodopLa xopnynon

* H emAoyn BepameUTIKNC OTPATNYIKAC TIPETIEL VA VAL EEATOULKEULEVH, LE
Baon Ta XOPAKTNPLOTIKA KO TLC OVAYKEC TOU aoBevouC



