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KALVLKO TTEPLOTATLKO

['vvaika 38 etwv

Atouiko 1otopiko: Qupeosditioa Hashimoto

PAeypovwdoug Tumov oobuaAyio oo dleTiog
2 EMELCOOLN IPLOOKUKAITIONS

[Tpwvn) duokopdia > 1 wpa



KALVLKO TTEPLOTATLKO

HLA-B27 + CRP +
[epoAayovitida dpudw axtivoroyikd emiBefouwpevn
ASDAS-CRP 2,9

OePATEVTIKES EMLAOYEG;



A. Iz aobevelg e Aykviomouytikn Imovduiapbpitida (AL) 1 Afovikn TrovdulapOpltida pe
AkTwoloywka Evprpata Kat:

OepamevTiKi] aroTuyia 1) Sucaveia
GTH Yop1y1 o1 MZAD (Brjna 1)
+
YU evepyoTITQ VOGOU
(ASDAS = 2.1 1} BASDAI > 4)
+
ZUNPWVI] YVW[LT] PEVILATOAGYOU

O agBeveic pmopovv va AdBouv évav amd toug akoiovBoue flodoyikols mapayovteg (bDMARDs):

- Anti-TNFs (chgpafntixa)
Adalimumab
Certolizumab Pegol
Etanercept
Golimumab
Infliximab
i
AVTIGTOL{O EYKEKPLUEVD Plooposlbeg

- Anti-IL17
Secukinumab

Oepamevtikod mpwtdkoAro AZYTIA, EOEPN, Iovviog 2018
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Xpnon 2 dtudopetikdt MEAD o€ dldoTNHA 2 UNVWV
XWPIC KAIVIKI] VTATOKPLOT)

‘Evapén Golimumab
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The main treatment goal in axial SpA is the
maximization of long-term quality of life

Symptom control, preservation of function and social
participation are key in axial SpA.

Treat-to-target in axial SpA may depend on achieving
an early state of remission with complete suppression
of disease activity.

R H E L) M AT() L() G \/ Rheumatology 2018;57:vi18-vi22

doi:10.1093/rheumatology/key176

Defining the target: clinical aims in axial
spondyloarthritis

Helena Marzo-Ortega'?, Katie M. Gaffney'? and Karl Gaffney®



Efficacy of Golimumab in AS Patients
(GO-RAISE)!?

Primary end point ASAS partial remission
(ASAS 20 at Week 14) at Week 14
PBO % (n=78) 21.8 5.1
GLM 50 mg, % (n=138) 59.4b 23.2P
GLM 100 mg, % (n=140) 60P 20.7¢
P vs PBO

bP<0.001; °P<0.01.

Significantly more GLM patients achieved ASAS 20 or ASAS partial remission

at Week 14 compared with PBO patients.

aGO-RAISE was a multicenter, randomized, double-blind, PBO-controlled study (N=356) in patients with active AS despite therapy with DMARDs and
NSAIDs, a BASDAI score 24, and a back pain score 4. The primary end point was the proportion of patients with 220% improvement in ASAS at
Week 14; GLM was administered as a subcutaneous injection.

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF mAB Injection
(SC) Given Every Four Weeks; ASAS=Assessment of SpondyloArthritis International Society; PBO=placebo; GLM=golimumab; DMARDs=disease-
modifying antirheumatic drugs; NSAIDs=nonsteroidal anti-inflammatory drugs; BASDAI=Bath Ankylosing Spondylitis Disease Activity Index.

1. Inman RD et al. Arthritis Rheum. 2008;58:3402—-3412. 2. Braun J et al. Ann Rheum Dis. 2008;67(Suppl 2):58.



Efficacy of Golimumab in Improving Disease Activity

and Physical Function at Week 14 in AS Patients

(GO-RAISE)!
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16 ™ PBO mGLM 50 mg mGLM 100 mg bP<0.001 vs PBO.

Significantly more GLM patients demonstrated improvements in disease

activity and physical function at Week 14 compared with PBO patients.

aGLM was administered as a subcutaneous injection.

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF mAB

Injection (SC) Given Every Four Weeks; BASFI=Bath Ankylosing Spondylitis Functional Index; PBO=placebo; GLM=golimumab;
BASDAI=Bath Ankylosing Spondylitis Disease Activity Index.

1. Inman RD et al. Arthritis Rheum. 2008;58:3402—-3412.



Efficacy of Golimumab Maintained at 5 Years in

AS Patients (GO-RAISE)!

Efficacy at 5 years
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The persistence rate in the GO-RAISE study through 5 years was 71.5% (254/355).

aThe efficacy analysis was based on intent-to-treat analyses by randomized group, regardless of treatment changes during the study. The
long-term extension started with the Week 104 GLM injection. Patients receiving GLM 50 mg could increase the dose to 100 mg; patients
receiving GLM 100 mg could decrease the dose to 50 mg; concomitant DMARD, corticosteroid, and NSAID therapy could be adjusted.
AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF mAB
Injection (SC) Given Every Four Weeks; ASAS=Assessment of SpondyloArthritis International Society; BASDAI=Bath Ankylosing

Spondylitis Disease Activity Index; GLM=golimumab; DMARD=disease-modifying antirheumatic drug; NSAID=nonsteroidal anti-
inflammatory drug.

1. Deodhar A et al. Ann Rheum Dis. 2014;74:757-761.



Efficacy of Golimumab Maintained at 5 Years in

AS Patients (GO-RAISE)*!

BASDAI BASFI
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agfficacy summaries were based on intent-to-treat analyses. Efficacy was assessed at Week 256. The long-term extension started
with the Week 104 GLM injection. Patients receiving GLM 50 mg could increase the dose to 100 mg; patients receiving GLM 100 mg
could decrease the dose to 50 mg; concomitant DMARD, corticosteroid, and NSAID therapy could be adjusted.

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF
mMAB Injection (SC) Given Every Four Weeks; SD=standard deviation; BASDAI=Bath Ankylosing Spondylitis Disease Activity Index;
BASFI=Bath Ankylosing Spondylitis Functional Index; GLM=golimumab; DMARD=disease-modifying antirheumatic drug;
NSAID=nonsteroidal anti-infammatory drug.

1. Deodhar A et al. Ann Rheum Dis. 2014;74:757-761.



Open access Research

BMJ Open Effectiveness and safety of golimumab
in patients with rheumatoid arthritis,
psoriatic arthritis and ankylosing

spondylitis under real-life clinical
conditions: non-interventional GO-
NICE study in Germany

GO-NICE showed the real-life setting
Open-label, multicenter, prospective observational/on-interventional study

158 sites in Germany



Bath Ankylosing Spondylitis Disease Index (BASDAI) over time in AS

patients-GO-NICE

Disease Activity (BASDAI)

all AS patients n = 483

Completer n = 245

In AS patients, in
GO-NICE the
BASDAI score
decreased
significantly from
5.1to 2.4 points at
24 months, in the
GO-RAISE study
the mean BASDAI
score decreased
from 6.6 by 4.2
points by week 104,
changes vs. BL
were 2.7 VS. 2.4
points.

1
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24 Completer

41% decrease BASDAI50 after 3 months
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K. Krlger, G. R. Burmester, S. Wassenberg, M. Bohl-Buhler, M. H. Thomas, BMJ Open 2018;8



BeAtiwon tng mototntog (wNng kata tn dtapkela tng Beparmeioc GO

Fig.4 EQ-5D-3L: Euro-QoL
descriptive system of health-
related quality of life states
consisting of five dimensions
and three levels. The figure
shows the proportion of patients
reporting some or extreme

problems, by visit
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Kruger K. et al, Rheumatol Internat 2019 39:131-140



Fig.6 FACIT-Fatigue: func-
tional assessment of chronic
illness therapy-fatigue. On the
FACIT-F, 0 points represent the
worst and 52 the highest pos-
sible state with regard to fatigue
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AmnoteAeopatikotnta tou golimumab otn AS GO NICE
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Kruger K. et al, Rheumatol Internat 2019 39:131-140
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Fig.5 FFbH: Funktionsfrage-
bogen Hannover. 0 represents

minimal function, 100 optimal
function




Quality of Life by EQ-VAS GO NICE AS

AS patients
66.5"

Fig.3 EQ visual analogue scale
(EQ VAS) from 0 = ‘worst
imaginable health state’ to 100
= ‘best imaginable health state’.
BL haseline

*p<0.0001 vs. BL
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Kruger K. et al, Rheumatol Internat 2019 39:131-140



Patient Preference and Adherence Dove

o) ORIGINAL RESEARCH

Persistence and costs with subcutaneous
TNF-alpha inhibitors in immune-mediated
rheumatic disease stratified by treatment line

R/

% Describe and compare treatment persistence with first and second line SC-
TNFis in patients with RA, AS or PsA

¢ Estimate and contrast Health care costs in the two groups

Svedbom A. et al, Patient Preference and Adherence 2017:11 95-106

To AmOTEAECOTA TTOU TTAPOUGLALOVTOL TIPOEPXOVTAL ATIO LEAETN KOOPTNC KAl OXL OO TUXOLOTIOLNUEVN UEAETN AUECNC
OUYKPLONG TWV BEPATIEUTIKWY TTOPAYOVTWV.



To apyeio umodoplwv Ploroyikwy Bepamelwy tne Zoundiog
£0€1EE OTL:

* H mapapovn) otn Bepamneia otov mpwto vmodopio ovti-TNF
ntov vPnAdTepT oo TOV B€VTEPO

* Ta x6oTn NTOV Y UNAOTEPX 0TV TPWTT PloAoyikr) Oeparreia

» Xopnynon tn¢ Proroyiknc Oepameiag e Tnv KaAUTepn
TOXPALOVT] Topel vor 00nyroel e OdbeAOC

Svedbom A. et al, Patient Preference and Adherence 2017:11 95-106

To amoTeEAECUOTA TTOU TTAPOUCLALOVTOL TIPOEPXOVTAL ATIO EAETN KOOPTHG KAl OXL ATtO TUXOLOTIOLNUEVN UEAETN AECNC CUYKPLONG TWV BEPATTEVTIKWY TTAPAYOVIWV.



Persistence in AS patients and Healthcare costs associated
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Treatment experienced -
second-line n=169

Table 3 Annualized health care resource utilization costs in first- and second-line SC-TNFi patients persistent at least six months
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Analysis of persistence in patients with

AS

First line, Second line, P-value
N=393 N=393
HCRU costs é months prior to index date (USD)
Specialized outpatient care, mean (SD) 1,315 (1,036) 1,342 (1,292) 0.36
Inpatient care, mean (SD) 885 (2,548) 994 (3,219) 0.628
Non-DMARD medication, mean (SD) 299 (544) 347 (536) 0.07
SC-TNFi treatment, mean (SD) 0(0) 3,968 (3,448) <0.001
Traditional DMARD treatment, mean (SD) 101 (263) 83 (193) 0.099
Total, mean (SD) 2,600 (3,183) 6,734 (4,240) <0.001
HCRU costs é§ months post index date (USD)
Specialized outpatient care, mean (SD) 862 (703) 1,116 (1,067) 0.005
Inpatient care, mean (SD) 454 (1,708) 720 (2,679) 0.395
Non-DMARD medication, mean (SD) 278 (502) 350 (448) <0.001
SC-TNFi treatment, mean (SD) 9,233 (1,801) 9,048 (2,026) 0.095
Traditional DMARD treatment, mean (SD) 70 (188) 94 (236) 0.62
Total, mean (SD) 10,898 (2,748) 11,328 (3,791) <0.001

Abbreviations: SC-TNFi, second-line subcutaneous tumor necrosis factor-alpha inhibitor; HCRU, Health Care Resource Utilization; SD, standard deviation; DMARD,
disease-modifying antirheumatic drug.

Svedbom A. et al, Patient Preference and Adherence 2017:1 95-106

Ta amoteAéopaTa TOU TToPoUCLAoVTaL TIPOEPXOVTAL OO LEAETN KOOPTAG KAl OXL A0 TUXOLOTIOLNUEVN MEAETN AUECNC CUYKPLONG TWV BEPATIEUTIKWY TTOPAYOVTIWV.
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KALVLKO TTEPLOTATLKO

2 €t uno Oepameia pe Golimumab

ASDAS-CRP 1.1

EmoryyeApotikd evepyn xwpi¢ apvnTikn emintwon
TN G VOOOU 0TN Ko pepvoTnTA TNG
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2UUTIEPAC AT

ATO TI¢ peAétec mpokuntel 0t to Golimumab

TOPOUCLALEL OTUXVTIKI TOTEAECUATIKOTNTX 0T HElwOoT)

NG OpACTNPLOTNTAC TWV ZToVOUAXPOpITidwv kaBwc ko

ot PeAtiwon e Asltoupykotntag Tov aoBevouc.

Alatripnon TG AMOTEAECUATIKOTNTHC OTA 5 €T).

H peyoAvtepn mapopovn) otn Ogporteio odnyel o€ KAIVIKO

KOl OLKOVOLIKO OeAOC.



P R

Euvyoaplotw



