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2UYKPOUON CUUDEPOVTWV

e TLUNTIKA apoPny ya tTnv mapovoa opAia oo tn pappakeuTikn etatpeia Pfizer

» «H Pfizer éxer eAéyéel TO TTEPIEXOUEVO WATE va aviATTOKPIVETAI OTIC EIBIKES TTPOJIAYPAPEC THS aAAa
Ocv Exel emmiBeBaiwaoel OT1 ol BIBAIOYPAPIKES TTAPATTOUTTES EXOUV TTAPATEOEI 0POAY.

« «la OAa 1a  QAPUAKEUTIKA  TTpoiovria  TToU  ava@épovrial  TTapakaAgiobs  va
oUUBOoUAEUEOBe/OUlBOUAEUTEITE TIC EYKEKPIUEVES TepIANweIC XapaKTnploTIKwy Twv [1ooioviwvy.



Mepypadn neplmtwong

Neapoc avdpacg 21 etwv : xapnAn oodpuoadyia pe PAEYyLOVWIELC XOPAKTNPECS Kol
npwwn OSuokappio oxedov O0Ao 1o 24wpo TPOOSEVUTIKA ETLOELVOUUEVO OTTO
2etiog

loxloAyia e SuokoAia otn fadion

Alapknic adumvion otn SLapKeLa TG VUXTOAC AOYW AAYOUC

ATOULKO avopvnoTko: # AP kvung-yovatoc e tormobetnon 8 fdwv kot 1 Adpog
Kol # AE kotUANG tpo 3etiag

e OLKOYEVELAKO LOTOPLKO: TtaTEPAC He Pwpiaon

e Pepvel pall tou CT kot MRI Aekavng- Loxiwv



CT Aekavng-Loxiwv

Spin: -2
0

»Acadormoinon Lepolayoviwv Pe okApuvon Tou
Aayoviou TuApatog NG AE KL evdexopeva
otolwxela yepupwonc Katd TOmoug

Mpoowrikod apxeio



CT Aekavnc-loxiwv

P2NUOVTIK EAATTWON TOU pECAPOpLOU SLACTAHATOC TWV
Kat" wyxiwv opBpwoswv e TOANATIAEC UTIOPOPLKEC
KUOTELG OTLC KOTUAEG

>Ewkova nwpwpevou # oto AE nBko kAado

Mpoowrikod apxeio



CT Aekavnc-loxiwv

PMKpr) 00TLKNAC amoomacn otnv mpoodia Aayovia akavoa
oLOTOLXWC

Mpoowrikod apxeio



MRI LepoAayoviwv

>OOnua KATA TOTOUC OTIC TTEPUYEC TOU LEpOU
ootoU Kol oTa Aayovia 00TA KATA TLG LEPOAOYOVLEC
apBpwoelc apdw KUplwg umapOpPLKA oTtnV TEPLOXN
TWV LEpOAQyOViwV

>Evtunwon opxopevwy OSLaBpwWoEwWV KoL HLKPNC
Sdlelpuvong tou HecApOpPLOU SLACTAMATOC XWPLC
OKANPUVTLKH OTTELKOVLON

Mpoowrkd apxelo



MRI Aek@vng- LOXLWV

Y EpapBpoc oTIC KAT LoXlwV apBpwaoelg

»Oibnua kL umoxovéplveg SLaPpwoeELl OTIC KOTUAEG
(AP>AE) apdw pe HIKPOTEPNG E£KTAONC oldnua OTLC
unplaiec kedbaheg

Mpoowrkd apxelo



MRI Aek@vng- LOXLWV

P 6papbpoc oTic KAt LoXlwv apBpwoelg

>Ol6nua kKt umoyxovoplveg SLOBPWOELC OTIC KOTUAEG
(AP>AE) apdw pe pIKPOTEPNC EKTAONC oldnua OTLg
unpLaiec kedbaheg

Mpoowrkd apxelo



Mepypadn neplmtwong

* [lapd TIC OUVEXEIC OUOCTAOELC TWV OKTIWOAOYWV VLo PEUVUOATOAOYLKN
ektipnon, 3 dladopetikol opBomatdikol EMLUEVOUV OTL N CUUTTTWHOTOAOYLO
odelAeTaL OTOUC TPONYOUUEVOUC TPOLUUOTLOHOUG

* Schober: 10 cm

* [ePLOPLOUOC KL AAYOC KATA TNV €EETALON TWV LOXLWV

e Nownn duotkn e€etaon: KP

e Kaveva ocUuntwpa oo opOaAno, depua i EViepo

 CRP=3,1 (PT<0,5), TKE=20, AL uTtepyappaodatpvatpioa=19,5%
* BASDAI =7.8 ASDAS-CRP =4,7

e Aldyvwon: aykuAorotntikn orovouAapBpitida



Tpavpa kot A2

J R D pISSN: 2093-940X, eISSN: 22334718 Table 2. Comparison of clinical and Spa features batwean FT-5pA and non-PT-SpA
Journal of Rheumatic Diseases Vol, 28, No. 1, January, 2021 o o ’ L] ; Posttraumatic-Spa (FT-5pA) Mon-PT-5pA
hitps//dol.org/10.4078/jrd.2021.26.1.25 Original Article == Variabile it =200 prvalue
Ape 21.020.0-25.0] 21.0 (20.0~23.0} 0771
Sex, male 12 {1000 207 (25} 1.000
. g . e b1 duration ifirst SpA syrmptom to diapnosis, vi) 0.5 (0.25~3.00 2.0 05 ~4.00 0079
Characteristics of Post-traumatic-spondyloarthritis: BT — T e “oon
=y : : H H Enithesitls theal) 31 49 [24.4) 0319
A Cross-sectional Study From a Single Tertiary Hospital Fones R e .
Poriasis il 4200 1.000
T 1 . 2 3 Inflarnmatosy bowel disease 0 i] 1.000
lHong Ki Min, M.D.’, Hyonjoung Cho, M.D. .' §ung-Hwan l.’arkl, M.D.., Ph.D. o CRP ebevation 211 (616 112198 (36.3) Pyon
Division of Rhf.zu'matology, Departm.enl- of Inlemlal Medicine, Konkuk U‘mvemty Medical Center, Se‘oull,. Dmsmn of Rheumatology, Department Altemating buttock pain 7 (56.4] 11054.71 1.000
of Internal Medicine, Armed Forces Capital Hospital, Armed Forces Medical Command, Seongnam, “Division of Rheumatology, Department of e . .
; - . 3y v ; Good response to MSAID 7158.3) 132 [65.7) 0.B36
Internal Medicine, School of Medicine, The Catholic University of Korea, Seoul, Korea
Farinlly histery of SpA 1(8.3) 26(12.9) 0485
Periphearal arthritls 3417 85 (42.3) 1.000
Dactylitis 0 3.5 1.000

Objective. Trauma has been proposed as a triggering factor of psoriatic arthritis (PsA), and the deep Koebner phenomenon was
the suggested underlying mechanism. The relationship between spondyloarthritis (SpA) and trauma was only observed in PsA.
This study investigated cases of SpA other than PsA that occurred after physical trauma and analyzed their clinical, laboratory,
and radiologic features. Methods, We retrospectively reviewed the medical records of 213 patients who visited our hospital due

Walues are presented & median (intesquartile ranga) or number (%) SpA: spondyloarthritis, CRP: C-reactive protein, MSAID:
nonsteroldal anti-inflamimatosy drsg.

to a suspicion of SpA and grouped them into posttraumatic-SpA (PT-SpA, n=12) and non-post-traumatic-SpA (non-PT-SpA, Table 3. Comparison of laboratory and radiologic findings between PT-SpA and non-PT-SpA
n=201). Baseline characteristics were compared between the two groups by cros.s-sec.llonal manner. Results, Peripheral SApA Fostraumatic-Spa. (FT-SpA) Non-FT-Spa
was more common in PT-SpA than in non-PT-SpA. Active inflammation on sacroiliac joint (SI)) magnetic resonance imaging Variable in=12) =201 prvalue

{MRI) was more common in non-PT-SpA (83.5% vs. 54.5%, p = 0.046). The modified Stoke Ankylosing Spondylitis Spine Score

(mSASSS) was significantly higher in the non-PT-SpA group (2.0 vs. 0.0, p=0.007). Symptom duration from the first SpA symp- HLA-B27 iz 1747190 1874 1-000
} ESR (mimhe FORO~160) F.002.0~18.0 0B850

tom to diagnosis tends to be longer in the non-PT-SpA group (2,0 vs, 0.5 years, p=0.079). Conclusion, PT-SpA patients more CRP (mglL) 0.7 02~15) 0.3(0.1~1.5) 0,549
frequently showed peripheral SpA, a less active inflammatory lesion on SI) MRI, and a lower mSASSS score. Further studies are Sacrailitls grade of right S1 I:D 1 :|:|—v '.1:|:|:- '.1-:1: 1 :u—v '.1:|:|;| 0:313
needed to clarify whether physical trauma has a direct/indirect role in the pathogenesis of SpA or merely confers an opportunity Sacroiliitls grade of laft 5] 20 (1.0~ 1.0 2.0 (1.0~ 3.0 0.565
to recognize SpA symptoms. () Rheum Dis 2021;28:25-30) Active inflammation on 51 MR B11 (54.5) 131/157 (B3.4) 0.047
ms.g,sﬂs SLOFE (1] FO O=1&0 .ons

Key Words. Post-traumatic, Peripheral spondyloarthritis, Spondyloarthritis, Triggering factor Syndesmopliyte 5 17135 (12.6) 0681

Walues are presented as number (%) or median (intesquartile rangel. HLA: human leukocyte antigen, ESR: erythrocyte
seilimentation rate, CRP: C-reactive proteln, 5| sacroiliac joint, MR magnetic resonance imaging, mSASSS: modified Stoke
Ankylosing Spondylitis Spine Score,



Molog BaleL tnv dtayvwon tng Az otic HMA;
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% Patients with AS (N=3,336)
o

Diagnosis of AS by physician specialty. «Others» consists of any provider not specified as
rheumatologist, primary care provider (PCP), chiropractor/physical therapist (PT), orthopedist,
pain management, or acute care specialist or where provider specialty was missing

Deodhar A, Clin Rheumatol. 2016;35:1769-76



Ao tnv €vapén tng oodpuaAyiog HEXpL TNV dLayvwaon TG
orovOuAapOpitidag wa kabuotepnon pexpL kat 10 €tn eivat ouvnong

Delay in the Diagnhosis of AS

Average delay in diagnosis of AS in Germany ~ 9 years

Age at o
First Symptoms _*
o
> St Age at
e +.* First Diagnosis
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[
@
o
o

» . Males (N=920)
** Females (N=476)

30 40 50
Age in years

FeldtkellerE, e &. Fheumato! &it. 2003 23.61-65
FeldtkellerE, et &. Qua Ooin Rheumaltal. 2000 12: 239-2497




[MoloL mapayovteg eivat urtevBuvol yla tnv kabuotepnon otn dLayvwaon
¢ a€ovikng omovouAapBpitidag;

Figure 1. The cumulative distribution in age at symptom onset and age at diagnosis in patients with axial spondyloarthritis (N=1677).
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Redeker I, et al Arthritis Rheumatol. 2018; 70 (suppl 10)



Diagnostic delay in patients with rheumatoid arthritis, psoriatic
arthritis and ankylosing spondylitis: results from the Danish
nationwide DANBIO registry

z _ Mean duration from
s © ] initial symptoms to
59 diagnosis for RA,
E o PSA and AS declined
s 7] steadily from 30, 53 and
g & 66 months (year 2000),
== respectively, to 3—4

= months (year 2011)

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011
Year of symptoms onset

—#— RA —#— PSA —&— AS

Time from symptom onset to diagnosis from the year 2000 to the year 2011
in 10.416 patients with rheumatoid arthritis, psoriatic arthritis and
ankylosing spondylitis adjusted for gender, birth year and year of entry into

DANBIO
S@rensen J, et al. Ann Rheum Dis 2015;74:e12



The improvement in the delay in diagnosis of axial

spondy
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proportion of axial spondyloarthropathy patients
not yet diagnosed
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oarthropathy over the last 3 decades

Year of first

symptoms
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- l . .
- L= d associated with a faster
| diagnosis was the time of the
H . | ]
—— first rheumatology consult
teoeey - relative to symptom onset
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Time from symptom onset to diagnosis - years

J. Feld et al. Ann Rheum Dis 2021;80:753

©2021 by BMJ Publishing Group Ltd and European League Against Rheumatism
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ASAS-EULAR RECOMMENDATIONS FOR THE
MANAGEMENT OF AXIAL SPONDYLOARTHRITIS (2022 UPDATE)

Start non-steroidal

antiinflammatory drug in
the maximum tolerated

Ramiro S, et al. Ann Rheum Dis
2022:0:1-16. doi:10.1136/ard-
2022-223296

eular



Mepypadn neplmtwong

* Evapén vampoéevne 500 mg x2

* Emavektipnon o€ 15 nuépec: BASDAI =7, ASDAS =4.3
* AA\ayn og Sikhodoawvakn 75 mg x2

* Enavektipnon o€ 15 nuepec: BASDAI =6, ASDAS=3.4
* Evtovn emyaotpadyla



ASAS-EULAR Recommendations for the
treatment of patients with axSpA with b/tsDMARDs

Rheumatologist's diagnosis of axial SpA
and

Elevated CRP or positive MRI-SIJ or
Radiographic sacroiliitis*

and
Failure of standard treatment

( Y Patients with predominant R
All patients peripheral manifestations
Atleast 2 NSAIDs over || One local steroid injection if appropriate

4 weeks (In total) Normally a therapeutic trial of
K A sulfasalazine P,
and
High disease activity: ASDAS 2 2.1
and
Positive rheumatologist’s opinion

* Radiographic sacroiliitis is currently mandatory for infliximab and JAKI e U | a r



Mepypadn neplmtwong

Anodaon yia evapén BloAoyikov mapayovta Etanercept 50 mg/wk sc
Mantoux (-), 6eiktec nratitdag (-), HIV(-), Ro Bwpakocg =k

HLAB27 (+)

3 unvec peta : BASDAI=2.2, ASDAS-CRP=1.4

3 uAveC HeTd : BASDAI = 0.6, ASDAS- CRP =1

1 éTO%\ HETA KL evw e€akolouBel va Bpioketal og Udeon, anodaon yia adaipeon
TwV UALKwV (2 emepfaoelg)

Mapapovh €Ktog Beparneiag yla mMePLov 20N HAVEG ylati auto anodaoileL o
opBomatdLkog

[Meplimou 0To 2UNVo EvapEén OUUMTWUATWY
Entavévapén aywync pe Etanercept 50 mg/wk sc
MANpnc vdeon ek VEOU



Table | Main randomized clinical trials analyzing the efficacy of etanercept in ankylosing spondyloarthritis

Reference Year Type n Duration (weeks) Endpoints P

Gorman et al'® 2002 RCT 20/20 16 ASAS 20 0.004

Davis et al'' OLE 17 40

Brandt et al'*"? 2003 RCT 14/16 6 BASDAI 50, ASAS 20, BASDA, 0.004
OLE 23 54 BASFI, BASMI

Davis et al'*'® 2003 RCT 138/139 24 ASAS 20 0.0001
OLE 128* 192

Calin et al'® 2004 RCT 45/39 12 ASAS 20, 40, 5/6, BASDAI 0.001

Dijkmans et al'’ OLE 43 96

van der Heijde et al'® 2006 RCT 305/51 12 ASAS 20, 40, 5/6 0.001

Braun et al"” 2007 RCT 305/51 12 BASFI, EureQOL-5D, SF-36 0.001

Braun et al*® 2011 RCT 379/187 16 ASAS 20, 40, 5/6, BASDAI, 0.0001

BASFI, BASMI
Li et al* 2013 MET 1,570 - ASAS 20, 40, 5/6, partial remission, 0.00001

BASFI, BASDAI, BASMI

Table 2 Main adverse events occurring during treatment with etanercept in patients with ankylosing spondyloarthritis in randomized

clinical trials and open-label extensions

Adverse event AS-RCT" AS-RCT" AS-OLE" AS-OLE" AS-OLE'"
ETN PL ETN PL ETNTW ETNOW ETN ETN
(n=138) (=139 (n=151) (h=51) (n=>54) (n=>54) (n=257) (n=81)
Injection site reactions 30% 9% 23% | 2% 7% 8% 22% 37%
Upper respiratory tract infection  20% 12% 8% | 4% 5% 8% 45% S53%
Headache 1 4% 123 4% 0% =3% =3% 20% 20%
Diarrhea 8% 9% 4% 0% =3% =3% 18% I15%
Rhinitis 6% 6% =3% =3% =3% =3% NA 14%
Rash 8% 6% =3% =3% <3% <3% NA NA

Mote: Adapted with permission frem D'Angele 5, Palazzi C, Candni F, Lubrans E, Marchesoni A, Mathieu A. Etanercept in spondyloarthepathies. Pare Il: safety and
pharmacoeconomic issues. Clin Exp Rheunatol. 201 1;29:865-870."
Abbreviations: A5, ankylosing spondylitis; RCT, randomized clinical trials; OLE, open-label extension; ETM, etanercept; PL, placebo; TW, twice a week; OW, once a week.

Senabre-Gallego et al. Patient Preference and Adherence 2013:7 961-972



[MapATETAEVN OTIOTEAECUATLKOTNTO O A0OeveiC e AZ tou
e\aBav Oepareia pe Etanercept

AZ: MOPEIA ZXETIZOMENQN ME TH NOzO
KAINIKQN NAPAMETPQN THZ OEPAINMEIAZ ME
Etanercept

AIAZTHMA 7
ETQN

>T0 TEAOC TNG ENTAETOUC

nepiodou Bepaneiac:

+ To 31,3% TwvV acBevav
BpiokovTav o€ PEPIKN UPEDN
kata ASAS

To 43,8% Twv AoBvwV
EMQAVIOE avevePyn VOOO KaTa

ASDAS

To 68,8% Twv aoBevwv
NETUXE YETPIA EVEPYOTNTA
vooou kaTta ASDAS

To 68,8% Twv AoBsvwV
0 : : | | | | | nETuxe Babuoloyia

0 1 2 3 4 5 6 7 BASDAI <3

BaOpuoAoyia

-l BASDAI - ASDAS -~ BASFI -~ BASMI
ApIBUOG aoBevav: n=26.

* AvaAuon Twv aogBevav nou oAokAnpwaoav 7 €tn (n=16); ‘'Ohoi o1 acBeveic nou éhapav unodopia Bepaneia pe Enbrel 50
mg €Bdopadiaia.

AS: AykuhonoinTikry onovduAiTida (AZ); nr-axSpA=AEovikr| ornovouAapBpiTida XwpIg aKTIVOAOYIKA EuprjdaTa

BASDAI (Bath Ankylosing Disease Activity Index): Agiktng Bath dpaotnpidTnTag vooou aykulonoinTikng onovduAitidag (Bath);

ASDAS Ankylosing Spondylitis Disease Activity Score: BaBuoAoyia evepyodtnTac vooou aykuhonoinTikng onovduAimidag; BASFI (Bath .

Ankylosing Spondylitis Disease Activity Index): AgikTng evepydTnTag vooou aykuhonoinTikrg onovduhapBpimdag Tou Bath; BASMI Adapted from Baraliakos X, et al. 2013
(Bath Ankylosing Spondylitis Function Metrology Index): AcikTng HETPOAOYIKOG EVEPYOTNTAG AYKUAOMOINTIKNG onovduAapBpiTidag Tou

Bath



H MOIOTHTA ZQH2 TON AZOENQN ME Az BEATIQOHKE
ME TO ETANERCEPT

NMEPIAHWH EKBAZEQN NOIOTHTAZ ZQHZ
METAZY TQN AZOENQN MNMOY EAABAN
OEPAIEIA ME ETNERCEPT

Ap " EBdopada 0 EBOopada 0
A D) | (ueAETN enékTaonc) | (WEAETN enékTaoNC)
0 €BOONAd 16 €BOONAdEG 52 eBdopadeg
?» H noidétnTa {wnc au&nbnke oe
BaBpoloyia OAouc Tou aoBeveic ue A nou
EQ-5D 0.5 é\aBav Bepaneia pe Etanercept?

O péoog apIBPOG NUeEpV
ASQoL 11.4 5.2 4.3 aoBeveiag PHEIWOBNKE ONUAVTIKA
kaTa Tn dldpkela TNG Bepansiag

(A22,3 nuépeg, p=0,008)>*

O pE€oOC apIBPOC NUEPWV
£pYAciac yia Touc epyalopevouc
SF-36 (PCS) 31.4 41.7 44.8 GOGEVEi(; GUE,I"]Gr]KE (A]_S r"JépE(;’
p=0,144)2""

HADS 12.7 9.6 7.7

SF-36 (MCS) 47.1 51.8 52.3

MANBuopOG aoBevav: n=84.

ASQol (Ankylosing Spondylitis Quality of Life Questionnaire: EpwTnuaTtoAdyio MoioTnTa {wng AykuhonoinTikng ZnovdulapBpitidag; EQ-5D

(European Quality of Life five dimensions questionnaire): Eupwnaikd EpwTnuaTtoAdyio Moiotnta Zwng névre diaotacewv; HADS (Hospital

Anxiety and Depression Scale): KAipaka Nogokopeiako Ayxog kai kataBAiyn; MCS (Mental Component Scale): KAipaka wuxika oToixeia;

PCS (Physical Component Scale): K\ipaka ®uaika oToixeia; SF-36: EpwTnuatoAOyIo eniokonnong uyeiag; AZ: AyKUAOMoINTIKN Mpoaoappoyn and Moots RJ, et al. 2012
onovduhiTida, axSpA:Agovikn onovduhapBpiTida, QoL (Quality of life): MoidTnTa {wiig



Ol AZOENEIZ ME AxSpA NMOY AKOAOYGH2AN ©EPATIEIA ME ETN AIETPE=AN
XAMHAOQO KINAYNO 20BAPQN AOIMQ=EQN

MOZ0ZTO AOIMQ=EQN ZE AZOENEIZ ME
axSpA YNO OEPAMNEIA ME TNFi
18.9

20 (95% CI 2.66-134.14)
18 —
16 —
14 —

12+
10 —

8 5.87
(95% CI 4.83-7.13)

MocoaoTo eninTwaong %

1.01
(95% CI 0.42-2.43)

Etanercept Infliximab Adalimumab
(n=507%) (n=1.915%) (n=5,7%)

2.430 £1n aoBevav oTnv anovdulapBpiTida.

Ta anoTeAéopata nou napouaialovral oTo Napdv ypapnua NPoEPXOVTAl and PUNTP®O Kal Ol and GUYKPITIKEG TUXAIOMOINWEVEG
eheyxoOpeveg pehéteg (RCTS) ol onoieg ouykpivouv To etanercept pe GAhoug BioAoyikoug napdyovTec. H ypagikr napacTaon dev
anoTeAEl CUYKPITIKA aneikovion Twv SIAQOPETIKWV aywyoV.
Mpooappoyn and Carmona L, et al. 2006.
axSpA:Agovikn anovduhapBpimida; TNFi (Tumour necrosis Factor Inhibitor): avacToAéa Tou napayovta veékpwaong Oykou
CI: confidence interval = didoTnua eunioToolvng



TO ETN Q2 OEPANEYTIKH EMIAOIH A TOYZ A2©ENEIZ NOY
XPEIAZONTAI EYEAIZIA

*  OuaoBeveig unopei va npémnet va Stakoyouv tn BloAoyikn Oepamneia MPOKELULEVOU VAL AVTLLETWTLOOUV
ouppavta onwg eival ta §RG:

OIKOIENEIAKOZ
[MPOrPAMMATIZMO

XEIPOYPIIKH
ENMNEMBAZH

EMBOAIAZMOZ

OL cbwtoypacbieq Oev ClT[ELKOViZOUV T[pavp.aTLKOllJ(; QCGEVEiC MepAnyn Xapaktnplotikwv npoiovtog ENBREL, 02/2023



TO ETNTMAPEXEI EYEAIZIA 2TOY2 AZOENEI2
ME axSpA BAZEI TOY MIKPOY XPONQY HMIZQH2 TOY

XPONOI HMIZQHZ BIOAOI'IKQN NMAPATONTQN Moy

ENAEIKNYNTAI I'lA THN axSpA

Etanercept ~3*2

Infliximab 8-9,5%3

Golimumab ~]2%4

Adalimumab
Certolizumab
Secukinumab 27#7
| | | | | | | | |
0 4 8 12 16 20 24 28 32
Huépeg

Méan nuidwn. Eupog: 7-300 wpeg,
T Aldpeon nuidon.
* +3 nuépe.
§ Méon nuidwn.
# Méon nuidwn. EUpog: 18-46 nuEpeG.

1. Scott L. Drugs. 2014;74:1379-410.

2. NepiAnyn Xapaxtnplotikwy npoiovtog ENBREL, 02/2023.
3. Remicade Summary of Product Characteristics.

4. Simponi Summary of Product Characteristics.

5. Humira Summary of Product Characteristics.

6. Cimzia Summary of Product Characteristics.

7. Cosentyx Summary of Product Characteristics.



Course of the Disease in nr-axSpA
Etanercept RE-EMBARK Study

Study Design Probability of No ASDAS-ESR Flare (22.1)
S Safety follow-up: ¢ 1.0
28 days after last ETN dose ’
Patients who Patients who enter P2 Patients who e e e e e e e M __
received ETN in P1 and discontinue enter P3 | e e eC o=
but do not enter P2 I before Week 28 | I 0.8
>t . >
| l | 0.6
ETN 50 mg + | Background NSAID* | ETN50mg+ |
background NSAID | | background NSAID |
— ] J { 0.4-
BL 24 64 68+
Period 1: Open-label Period 2: Withdrawal Period 3: Retreatment® 021 __ EMBARK
. . . —— RE-EMBARK
* RE-EMBARK evaluated withdrawal and retreatment of ETN in subjects 0.0

with nr-axSpA who achieved adequate response (ASDAS CRP <1.3 0 50 100 150 200 250 300

[inactive disease]) at Week 241 Days

75% of patients in P2 experienced flare and 50% experienced flare
(ASDAS-ESR score of >2.1) within 16 weeks?



Restarting Therapy and Regaining Efficacy in nr-axSpA

Etanercept RE-EMBARK Study

* RE-EMBARK evaluated withdrawal and retreatment of ETN in . . . .
, . ) f Patients with ASDAS-CRP Inactive Disease, % (95% Cl)
subjects with nr-axSpA who achieved adequate response (ASDAS
CRP <1.3 [inactive disease]) at Week 241 Period 1 Period 2 Period 3
S Safety follow-up: : 60% 1
28 days after last ETN dose
Patients who Patients who enter P2 Patients who 58.7% 60.9% 62.1%
received ETN in P1 and discontinue enter P3 ’
but do not enter P2 before Week 28 40% 1 52.7% 52.9%
’| | >: 9%
|
| | | 39.8%
ETN 50 mg + | Background NSAID* | ETN 50 mg + | 30.5%
background NSAID | | background NSAID | 20% 1 29.2%
26.5% e o
L1 | i | 24.8%
| ) - 1
BL 24 64 68+ -
Period 1: Open-label Period 2: Withdrawal Period 3: Retreatment® 0% = j

BL 4 8 12 16 24 28 32 40 48 56 64 R4 R8 R12
Study week

For patients with disease flare (ASDAS-ESR score of 22.1), 62% regained an inactive disease state
with etanercept re-treatment by the end of Period 3

Subjects with ASDAS CRP <1.3 enter Period 2. TOnly subjects who flare.

ASDAS, ankylosing spondylitis disease activity score; Cl, confidence interval; CRP, C-reactive protein; ETN, etanercept; ESR, erythrocyte sedimentation rate; nr-ax SpA, non-radiographic axial spondylitis; NSAID, non-steroidal anti-inflammatory drug; RCT, randomised
controlled trial.

1.ClinicalTrials.gov: NCT02509026
2. Van den Bosch F, et al. Ann Rheum Dis. 2020;79:70



JUHMEPAOHOTO

* H kaBuotepnon otn dtayvwon tng Az e€akoAouBel va udpilotatal

* To Etanercept e€akoAouBel va ival pia kataélwpevn emloyn otnv Az
NPOohEPOVTAC:
»MoKpOoXpOVLA ATTOTEAECUATIKOTNTA
»EukoAla otn xyopriynon
»EveAiéia Aoyw tou pkpoUL xpovou nuiostag wng tou
»Molotnta {wng
»XapunAo kivbuvo cofapwv Aotpwéswv
»EToivaktnon tn¢ omoTEAEOUATIKOTNTOC LETA TNV EMOVEVAPEN TOU
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