AvaoTtoAeic TNF-a og Acpa Kal
AlatrunTIKN 10pWTAOEVITION

ATIAZODITOY EYOYMIA
EMNIMEAHTPIA A

KPATIKH KAINIKH

NOZOKOMEIO "ANAPEAZ 2YITPO"



2YITKPOY2H ZYMOEPONTQON
AEN YMNAPXEI



AIATTYHTIKH
IAPQTAAENITIAA

Xpovia, GAeyyovwong, utrotTpotriaouoa,
£60UBEVWTIKN VOOOG TOU DEPPATOG PE PEYAAN
EMTITWON OTNV TTOIOTNTA {WAG TwV 0oBevwY Kal
ue péon kabuotépnon 7-10 eTwv atd 1A TPWTA
CUUTTITWHATA PEXPI OIayvwOon.

O p€oog TTaykOopIog eITTOAACHOG gival 1%,
OAAQ TTOIKIAAEI YEWYPAQIKA.

AuTi n dlaTapaxn ouvRBwg gekiva oTn OeUTEPN 1
TpiTN dekacTia TNG (WNC.

200N UTTEPOXI TOU YUVAIKEIOU QUAOU EKTOG TNG
NoTiag Kopéa kail Tng latwviag OTTou  UTrEpEXEl TO
AppPEV PUAO.

1/3 TwV ATOPWV PE HS €xouv BETIKO OIKOYEVEIOKO
IOTOPIKO.




H diatrunTiki 16pwTtadevitida (Al) gival
MIO TTOAUTTOPAYOVTIKI), TTOAUYOVIOIOKN,
QUTOPAEYOVWONG VOOOG.




H diayvwon A | -
KAIVIKGQ KPITHpla

1) Mapouaia dIaKPITIKWY
AAAOIWOEWY : ETTWOUVA PAEYHOVWON
oCidla, atTooTAKATA, CUPIYYIa Kal
OUAEGQ

2) EvTotTion aAAOILCEWY O€ TUTTIKEG
B£o¢Ig, POUBWVIKN XWPA, HMACTXAAEC,
oTNV TTEPIOXN TWV YEVVNTIKWYV
opYyavwy, TNV TTEPIOXT TOU
TTPWKTOU.

3) loTopIKG XPOVIOTNTAG KAl
UTTOTPOTING, ME TOUAGXIOTOV OUO
ETTEICOOIA VA EPPaviIoVTal TOUG
TEAEUTAIOUGC £€1 UAVEC 1] AANOIWOEIC
TTOU ETTIMEVOUV YIa = 3 UAVEG




2E TTOIEZ TTEPIOXEZ
ENTOTIIZETAI;12

lNuvaikeg
2 TRBoC, HAoXAAEC KAl HNPOYEVVATIKA
mepIloxn

Av3pecC

TMepmpwkTiIKd, Mepiveo, UN-TUMIKECG
nmepiox£c dnwe auxévac kal wiow and Ta
auTia

1. Micheletti RG. Semin Cuton Med Surg. 2014:33(3 Suppl):551-553.
2. Vazquez BG, et ol J Invest Dermatol. 2013:133(1)97-103.



2.UVNOEIC EVTOTTIOEIC




Ewoveg ano to Apxeio tou Noookopeiou «Avdpeag Zuyypog»







2uvvoonporntec kai Al

... 5—-36% .;:Psychiatric
Metabolic §. S ToML17s disorders?
e*2 . k .

ce

uamous cell
carcinomas;

N7, TETTT

yndrom

0
.
5 sececscccscsccccscscccse -
. .
o .

...o. -.‘ ..
: o\ .
i Spondylo-§... ‘ R
arthropathy?; i
Ha :mellitust34}
i Polycystic inflammatory .
¢ ovarian ¢ bowel i--lcerative...: Crohn’s:
p *disease23; :Colitis?3; Bisease??

drome?:

o

syn

1-17%

HDL-C, high-density lipoprotein cholesterol; HS, hidradenitis suppurativa*Metabolic syndrome is a group of five risk factors that can lead to heart disease, type 2 diabetes and stroke. Metabolic syndrome is diagnosed when someone has three or more of these risk factors: high blood

pressure, high blood glucose levels, low HDL-C levels, high triglyceride levels and excess fat around the waist.!3 *This includes type 1 and type 2 diabetes only.

1. Dufour DN, et al. Postgrad Med J 2014;90:216—-221; 2. Cartron A, et al. IntJ Womens Dermatol. 2019;5:330-4; 3. Tzellos T, et al. Dermatol Ther. 2020;10:63-71; 4. Garg A, et al. } Am Acad Dermatol. 2020;82:366—76; 5. Sabat R, et al. PLoS One 2012;7(2):e31810; 6. Machado MO, et

al. JAMA Dermatol. 2019;155:939-45; 7. Rondags A, et al. J Am Acad Dermatol. 2019;80:551-4; 8. Chapman S, et al. Acta Dermatovenerol APA. 2018;27:25-8; 9. Alikhan A, et al. J Am Acad Dermatol. 2019;81:79-90; 10. Garg A, et al. J Invest Dermatol. 2018;138:1288-92; 11. Principi

M, et al. World J Gastroenterol. 2016;22:4802-11; 12. Egeberg A, et al. J Invest Dermatol. 2017;17:1060-4; 13. Healthline. Metabolic syndrome. Available at: https://www.healthline.com/health/metabolic-syndrome. Last accessed:

May 2022.



Al kal otTovouAoapBpiTida

2€ 2 JEAETEG, N ouxvoTNTA
eMPAviong otTovOuAoapBpiTIdag o€
aoBeveic ye HS Atav 0,3% kai 28%
o€ ouykpion pe 0,2% kai 2,6%,
avTtioToIXa, METAEU TWV ATONWYV

eEAEyYOU

4

H otrovduAoapBpitida kal n HS
MolpdlovTal Bacikoug
PAEYHOVWOEIC JeCOAAPBNTEG,
OUUTTEPIAANBAVONEVWV TWV
TNF, IL-17, yeyovog TTOU UTTOPEi
va uTtTodNAWVEI JIa BIOAOYIKN
ouvdeon PETAEU QUTWY TWV
TTabnocwyv

2¢ 1 yeAétn 1700 aocBevwv pe HS, n
ouxvoTnTa EPJPAVIONG
oTTovOuAoapBpoTTabeIwy NTav
52,5%, o€ ouykpion pe 3% PETALU
TWV ATOUWYV EAEYXOU.

journal of the American Academy of Dermatology May 2022, Journal of the American Academy of Dermatology.Comorbidity screening in hidradenitis suppurativa: Evidence-
based recommendations from the US and Canadian Hidradenitis Suppurativa Foundations

M. Fauconier, Z. Reguiai, C. Barbe, et al.Association between hidradenitis suppurativa and spondyloarthritisJoint Bone Spine, 85 (5) (2018
J.H. Lee, H.S. Kwon, H.M. Jung, G.M. Kim, J.M. Bae Prevalence and comorbidities associated with hidradenitis suppurativa in Korea: a nationwide population-based studyJ Eur

Acad Dermatol Venereol, 32 (10) (2018)



Semin Cutan Med Surg

2017 Jun.

Comorbidities of hidradenitis suppurativa
Martina L Porter 1, Alexa B Kimball

" Peupatosldn apBpitda (RA) o 89 (3,9%) aoBeveic pe Ao HS Evavtl 166 (5,4%) pe
ocoBapo HS.
* Wowplaowkn apBpitda (PsA) oe 5 (0,2%) acBeveig pe Ao HS évavt 11 (0,4%) pe
ocofBapo HS.
"  Avédepav apBpomnaBeleg o€ 2 (0,1%) aoBeveic pe Ao HS €vavtt 10 (0,3%) pe coBapo HS
kat apBpitida og 71 (3,1%) aoBeveic pe Ao HS €vavtt 100 (3,3%) pe coBapo HS.

H peAétn twv Richette et al. dlamiotwoe 6tL R omovéuloapBpitida Atav o cuxvn oe
aoBeveig oto otaduo Il kata Hurley (44%), akohouBoupevn amo to otadio Il (39%) kat n
Alyotepo ocuxvn oto otadio | (16%).



2 TTovOUAoapOpiTida kail Al

® TV oudda Twv 0oBeVWV e afoVIKN

atro 6,71 oToV YEVIKO TTANBUOoNO (9,1%
é€vavTi 0,053-4,1%).

o1rovouAapBpiTIda, N HS ATav 1o ouyvn

4

2uoxéTion pe Tn Apaotnpiétnta tng Néoou: H

TTapoucia TNG HS ouvdEBnke pe uwnAdTEPN EvEPYOTNTA TNG

oTrovouAoapBpiTidag (uwnAdTepo okop ASDAS).

MoiétnTa Zwng: O1 acbeveic Tou £TTacyav Kal atrd Ti¢ dUo
TTaBA0EIC avEPePAV ONPAVTIKA XEIpOTEPN TTOIOTNTA (WA O€

oUyYKpION JE EKEIVOUG TTOU €iXav HOvo axSpA.

H HS oxetifeTal e 10 yuvaikeio QuUAo.

Ettiong 10Topikd evBeaiTidag TITEpvac Kal SAKTUAITIOAS ATAV

M0 oUXVO (34% évavtl 19%).

4

* High prevalence of hidradenitis suppurativa in axial spondyloarthritis patients: A possible new extra-articular manifestation

March 2018



62680 Association Between Hidradenitis Suppurativa and New-Onset Inflammatory Arthropathies:
A Retrospective Population-Based Cohort Study

O1 Adyol Kivduvou ritav uwnAdTEPOI OTOUG 3 UNVEC JETA TNV avayvwplon hs yia TIC €€R¢ apBpoTTabeieg

» Psoriatic arthritis (RR, 8.9; 95% ClI, 5.2-15.4);

» Ankylosing spondylitis (RR, 5.1; 95% CI, 2.6-10.1);

» Rheumatoid arthritis (RR, 4.7; 95% CI, 3.6-6.1); and

» Gout (RR, 3.2; 95% ClI, 2.4-4.3).

O Adyoc¢ kivdouvou ATav uwnAoTepog 1 £T0¢ PETA Yia avTIdpaoTIKA apBpiTida (RR 3.2, 95%CI 2.1, 4.9).

September 2025 JAAD

62680 Association Between Hidradenitis Suppurativa and New-Onset Inflammatory Arthropathies: A Retrospective Population-
Based Cohort Study

Henry Herrera, BS - Neil Korman, MD, PhD



https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract
https://www.jaad.org/article/S0190-9622(25)00750-9/abstract

AEWA

» H kUpla ekdrnAwon 1N agovikNe euTTAoknc TS WA cival o Aeyuovwdng
TTOVOC OTNV TTAATN, TTOU XapaKTNPiZeTal ATt TTOVO OTOUC YOPOUC ,TOUG
YAOUTOUG | auxéva, TTou BEATIWVETAI PE TN OPACTNPIOTNTA KAl ETTIOEIVWVETAI JE
TNV avAaTTauan, TTOVo TTouU eP@avifetal oTnV NPEPia €I0IKA TN VUXTA, TTOVO TTOU
QVTATTOKPIVETAI OTA PN OTEPOEION AVTIQAEYHOVWON @dppaka (MZAD) kal
ouvoOeUETal ATTO:

ACovIKkN TTpwivr) duoKauwia yia TTePIcaOTEPO aTTO 30 AETTTA.

> [pbéoBeta mOava cupttwpara 1nG agovikng WA trepiAappavouv
TTEPIOPIOUEVN KivNOoN Kal Eualiodnaia yupw atro TIG 1IEpOAAYOVIEC apOPWOEIG.

> 2.€ OPIOUEVEG TTEPITITWOEIG, N acovik WA PTTopEi va gival AOUUTITWHATIKN
> [16vOG OTIC TTEPIPEPIKEC APOPUWOEIC

O H agovik vooog, otav uttapxel, ouvnbwcg eugavicetal padi he TTEPIPEPIKNA
apBOpiTida ,0aKTUAITIOq, evBETITIOO

O H acovikn wwplaoikry apBpitida (WA) utropei va oxetifetan ue
ECWMUOOKEAETIKEC TTABNOEIC, CUNTTEPIAQUBAvVOPEVNC TG PayOEIdITIOAC KAl TNG
PAEYHOVWOOUG VOOOU TOU EVTEPOU




AIETTIOTNUOVIKN TTPOCEYYION

* O1a00¢eveic pe HS £xouv augnuévo Kivouvo eupAvVIONS APKETWYV VEWV
PAEYHOVWOWYV apBpoTTabEeIwvy.

= ‘Exel ava@epOei 0TI o1 aoBeveic ue HS gp@avidouv apxXIKa acUUUETEN
TTEPIPEPIKA apOPITIOA, EVW N ALOVIKN apBpITIdA €ival PETAYEVEDTEPN.

O O1 degppaTtikég BAABeS HS ocuviROwg TTponyouvTal TWV CUNTITWHATWY
TNG apBpitTidag karta 1-20 xpovia

= 270 90% TWV aoBevwy TTOU TTAPOUCIAloUV Kal TIG OUO TTaBNOEIC, Ol
OEPHATIKEC BAABEC TNG 1I0PWTADEVITIOAC EUPaAVICOVTAI TTPWTEC.

» Méoog Xxpovog: Ta apOpIkd CUNTITWHATA (OTTWGS TTOVOG OTNn MEoN 1 TIG
apBpwaoclg) ekdnAwvovTal ouvrBwc 3,6 £wg 4 xpovia HETA TNV Evapen
NG HS.

* Tautoéxpovn egavion: Movo o€ €va pIkpo ToooaTo (Trepitrou 10%) ol
U0 TTABNOCEIC CEKIVOUV TAUTOXPOVA N N apBpiTIda TTponyeital Tou
OEPMATOG.

Association between Hidradenitis
Suppurativa and Inflammatory Arthritis:
A Systematic Review and Meta-
Analysis)

Hidradenitis Suppurativa Associated with
Spondyloarthritis - Results from a Multicenter
National Prospective Study

January 2014The Journal of Rheumatology

Joint Bone Spine

. 2018 Oct;85(5):593-597. doi:
10.1016/j.jbspin.2017.09.005. Epub 2017 Sep 28.
Association between hidradenitis suppurativa and
spondyloarthritis

Marion Fauconier




AIETTIOTNUOVIKN TTPOCEYYION

H eTTiyvwon autwy TwV CUCXETIOEWV PTTOPEI va EVIOXUOEI TNV EYKAIPN
avixveuon Kail va odnynoel 0€ ECATOMIKEUNEVEC BEPATTEIEC TTOU
QVTIMETWTTICOUV TAUTOXPOVa TO HS Kal TIC ouvodEC apBpoTTabeled,
eMPBpaduvovTtag €Tl TNV £CEAIEN TNS VOOOU Kal BEATIWVOVTAG T
QATTOTEAECUATA TWV ACBEVWYV ATTOTPETTOVTAC TN YN avaoTpEWIun BAGRN
TWV apBpwoewv.

A.l kai o1 pAeypovwdelc apBpotrabelec cuoxeTiCovral pe IONE kai
Payoe&1diTida.

Oa TTPETTEI O1I YAOTPEVTEPOAOYOI KAl 01 oPpBaApiaTpol va eEeTalouv
gmiong Toug aocBeveic pe WA/Al Adyw TngG auénuévng CUCXETIONG
Kol TwV duo voonuatwyv e payoelditida kai IONE.

Al kal pAeypovwdEelc apBpoTTAbEIeC EXOUV OUXVA KOIVOUC TTAPAYOVTEC
KIvOUVOU TO KATTVIOUA KAl TV TTOXUCOPKIA.



ANTI —TNF THERAPY

A=ONIKH PSA
AIAMTYHTIKH IAPQTAAENITIAA  « Adalimumab
« Adalimumab « Etanercept
* Infliximab * |Infliximab

Certolizumab pegol
Golimumab



ANTI-TNF a

 ADALIMUMAB: O 1mpwto¢ BIoAoyIKOC TTapAyovTag
TTou €A £yKpion yia TV dIOTTUNTIKN
10pwWTadEVITIOA.,

* Avaouvduaouévo TTARPWGS avBpwITivo
MOVOKAWVIKO avtiowua IgG1 1TTou oToXEUE!
eTIAEKTIKA TOV TNF-a deopevovTag Je uwnAn s S D)
ouyyévela Kal e€g1dikeuon 1600 aTov SIaAUTO 600 e R
Kal oTov OeOoueUNEVO OoTn HEPBpavn TNF-a |
gdTTOdiCOVTAC TNV BIOAOYIKN TOU dpAcon.

C IL-6 )( iL-10 )( |;l~1 ) (b ) = ,}:{iim e m‘:‘m@' | — %

. DAPPOKO eyKeKpINévo atmd (EMA) kai FDA(2015) “"353"“2";@{—- S—_—
yla Tn Bepatreia evepyng , yétpiov éwg coBapoy |
Babuou, diatrunTIKNAG I0PWTADEVITIONG. \IJ et

TMNF signalling
pathwwaw
blocked

Reduced induction of chemokines, irmmune cell
imnfiltration, B cell activation and T-cell
differentiation in HS lesional skin=*-=




* Adalimumab
* Two Phase 3 Trials of Adalimumab for Hidradenitis Suppurativa.

« Kimball AB, et al.N Engl ] Med. 2016 Aug 4;

Adalimumab (anti-TNF-alpha)

PIONEER | PIONEER Il
70% | —e—EW(N=153) 70% ~4—EW(N=163)
~#-PBO(N=163)
~#-PBO(N=154) 58,004
0% 60%

51.5%*

41.2%* 41.8%"

40% 40%
30% 30%
20% 20%
10% 10%
0% - 0%
Week0 Week2 Week4 Week8 Week 12 Week0 Week2 Week4 Week8 Week 12

*Statistically significant with Ps0.05
Kimball AB et al. N Engl J Med. 2016

MEIO A ¥
z 0\1\0 Vir P,
© %

W i
Kimball AB, et al. New Engl J Med 2016; 375: 422-34 m)
\_/

‘Eva onuavtikd uynAdTePO TTO000TO 0BEVWY OTOUG OTTOIOUG

xopnyrnonke adalimumab TTéTuxe KAIVIKA avTaTtOKpion oTnV
TTuwdn 18pwTadeviTida (HISCR), o€ ouykpion Ye aocBeveig TTou
¢Napav gikovikd @dapuako ,opideTal wg peiwon 250% oTtov apiBud
TWV ATTOOTANATWY Kal TWV QAEyHoVWwdwWYV 0dIdiwyv, Xwpig auénon
OoTOV ApPIBPO TWV ATTOCTNUATWY KAl TWV CUPIYYiWV TTAPOXETEUONG
o€ oUyKpIon PE TNV apxIKn TiIA. To adalimumab BeAtiwoe eTTiong
Ta deuTEpEUOVTA aTTOTEAEOUATA (APIBUOI PAEYHOVWOWV
aAAoiwoewy, BabuoAoyia TTévou Kal coBapdTnTa TNG vOOOU) OTO
PIONEER Il aAAG 6x1 oto PIONEER .



Long-term adalimumab efficacy in

patients with moderate-to-severe

hidradenitis suppurativa/acne inversa:

3-year results of a phase 3 open-label

extension study. J Am Acad Dermatol. 2019 Jan

Christos C Zouboulis , Martin M Okun , Errol P Prens, Robert Gniadecki , Peter A Foley , Charles Lynde , Jamie Weisman, Yihua Gu , David A Williams , Gregor B E Jemec

-§-ADAew Population [0 PRR Population

100
79.4
o ’
. 80 fin
% . O £8.3 683 ee 1 66,7 -
u l.
ﬁ 60
a
40
20
0
Weeks™: 2 4 12 24 36 48 72 96 108 120 168
LOCF
N
ADAaw 28 ] R EH] & a4 E8 a4 28 B8 a3
PRR B3 B3 63 B3 63 63 B3 63 B3 63 83

Hidradenitis suppurativa. Achievement of a hidradenitis suppurativa clinical response. Weeks
include PIONEER | or PIONEER Il and the open-label extension, listed consecutively.ADAew,
Adalimumab every week; LOCF, last observation carried forward; PRRs, responders plus partial
responders

Adalimumab €xeL pakpoxpovia
QAMOTEAECHATIKOTNTA OoTNV HS

H amoteAeopatikotnta €ival KOAUTEPN
otav n 6oon sivatl ouvexnc efdopadlaia
KOl LALKPOXPOVLAL .

Ta oupiyyla BeAtiwvovTal 1o apyda.

H duwakomn i peiwon odnyei oe
embelvwon vooou.

Eva pEpog Twv aoBevwv gudavilet
BeAtiwon kaBuotepnuéva HeTa tnv 12
efdopada

‘Exel otaBepo mpodiA aocPpaAelag os
HaKpOXPOVLA XOprynon




>52%

of patients achieved
Hidradenitis Suppurativa
Clinical Response
(HISCR) during long-term
adalimumab treatment

Q0

Continuous weekly dosing of adalimumab is
effective and safe, as demonstrated by at least a:

- reduction in abscesses and
- inflammatory nodules

reduction in draining fistulas

reduction in total fistulas

reduction in inflammatory nodules



YIapXEL CULPWVLA ATIOTEAECUATWY LETOED KALVLIKWY

MEAETWV KOl LEAETWV TIPOYLOTLKOU KOOHOU ,



Ring HC, Maul JT, Yao Y, Wu JJ, Thyssen JP, E€stdotnke n emBiwon tng ADA og 241a08¢eveic pe HS amno 2005-2018

Thomsen SF, et al. Drug O duapeoog xpovog emiBiwong yia to adalimumab Atav 36,0 (IQR,
survival of biologics in patients with 21,9-63,0) eBdopadeg.

hidradenitis suppurativa. JAMA

Dermatol. 2022 MopAYOVTEC TTOU OXETLOTNKAV UE LELWUEVN eTiBiwon ADA

TO Yuvalkeio puAo

AtloAoynoav tnv enBiwon tng ADA oe 104 acBeveic pe HS amo 2008 -

2020
Prens LM, Bouwman K, Aarts P, Awapeon cuvoAikn emPBiwon pappakov yia ADA 18,10 piveg Ko
Arends S, van Straalen KR, Dudink nocootd emPBiwong ADA 56,3% (12 prveg)kou 30,5% (24 pAVEG).

K, et al. Adalimumab and
infliximab survival in patients with

hidradenitis suppurativa: a daily ! ! ! ! .
oractice cohort study. Br J MopAyOVTEC TTOU OXETIOTNKOV HE paKkpoxpovia emiBiwon ADA:

Dermatol. 2021 N LeyoAUutepn nALkia
N XELPOUPYLKNA EMEUBAON



J Eur Acad Dermatol
Venereol. 2025 Jan
Real-world adalimumab
survival and
discontinuation factors in
hidradenitis suppurativa

Patricia Garbayo-
Salmons, Eva Vilarrasa
Julio Bassas-Vila, et al

LAvadpouikh JeAETN , 539 evilhikeg aoBeveic ue HS ol otroiol EAaBav ADA atré 2015 -2022

Aidpeon ouvoAiki emiRiwon gapudkou oToug 56,2 UAVEGS .

Ta TTooooTd emiRiwong yia Tnv ADA otoug 12uiveg (82,95%,) , 24(71,68%), 36(64,42% ) kai 48 (
58,09%).

*(95,29%) Twv aoBevwv dev gixav AdBel Trponyoupuevn BloAoyikr) Bepartreia, TTou gival yvwaoTo OTi
avTatrokpivovtal KaAutepa oT1o adalimumab . 24,63% cixe uttoBANOEei o€ Xelpoupyikr Bepartreia. 10 9,46%
TWV aoBevwv XpeldoTnke KAINAKwaon TNS 66ong, evw 10 39,92% OiEkowe Tnv ADA.

*[TapAyoVvTEG TTOU OXETICOVTAI GNUAVTIKA PE XEIPOTEPN ETTIRIWON QAPUAKOU

P/ UVAIKEIO QUAO,

»abuoTtepnuévn diayvwon,
»uPnAn BabuoAoyia IHS4
»01ayvwaon oTrovouAapBpiTidag,
HPAEYUOVWOOUG VOOOU EVTEPOU
HTponyouuevn BioAoyikr Bepartreia

Mapatnpndnke pia taon évapéng Bepatreiag ADA o€ pIKpOTEPN NAIKIA, KAl O€ XAUNAOTEPO OTADIO
HS petd Tnv mravénuia COVID-19



HAIKIA

ADALIMUM | ADALIMUM | ADALIMUM | ADALIMUM

// //
Day 1 each week
or ,every
2 weeks.
ENHAIKEX 160 mg 80 mgon 40 mg 40mg
80mg
HAIKIA Day 1 every
2 weeks
starting Day
8.
>12 ETON 80 mg, 40 mg 40 mg
>30kg -<60 each week
kg or 80 mg
every

2 weeks.

Adalimumab temporal dose-intensification in patients with inad-
equate response or loss of satisfactory response

Strength Agreement
- May be Majority 19/32
considered agreement (59%)

HS avOekTtiko otn Oepareia (avenapkr EAEYX0 TNG
VOOOU £ite anwAela avtanokplong pe adalimumab
40 mg/eBbopada 1 80 mg/kabe deutepn
efdopada)

» Evtatwkomnoinon tng 66onc¢ oto adalimumab 80
mg/eBdopada .



Ektipnon avtanokpiong otig 12 eBSouddeg :

» BeAtiwon £25%0tov aplBpd twv anooTnUATWY Kot Twv GAEYHovVwdwWV olldiwv
Stakorm dapudkou

» BeAtiwon 225% (25-50%) Twv amooTnUATWY Kol Twv GAEYHoVWwOWVY ollbiwv XwpLg
enitevén HiSCR ocuvexiloupe xoprnynon ywa 12 eBdopddec kot emavaéloAoyoU e,
KaOw¢ €xeL amodelxOel OTL TO 73% TWV UEPLKWV QVTATIOKPLVOUEVWY TTETUXE HISCR
peta tnv eBéopdada 12(OLE)

ol peAEteg Selyvouv umotpor) HeTA tn dtakorn tn¢ Beparmneiag peta ano 11-12

eBdopadec

H pakpoxpovia (touAaxiotov 1 €toc) ouvexnc Beparmeia dtatnpel éva eninedo

oTOBEPNC ATIOTEAECUATIKOTNTOC OTOUC aloBeveic mou avtamokpivovtal



Infliximab

H IvQAICINAUTIN €ival Eva XINAIPIKO

Infliximab as a second line biologic treatment in patients

HOVOK)\U)VIKé GVTI,O'(L)IJG. ZUV6é£TGI £|6|Kd TéO'O with moderate-to-severe HS if the result of first-line biologic
hE Tov OIOAUTO OO0 Kal JE TOV DIaUEPBPAVIKO, Breatmentis unsatisiactony

ouvdedepévo Ue uTrodoxéa TNF-a. T foeener o
Aev £xel eykpiOei yia Tn Ogpartreia Tng HS recommended agreement oo%)

vote

a6 Tov EMA 3 Tov FDA.

Infliximab 5 mg/kg i.v. at Weeks 0, 2 and 6, and
subsequently every 8 weeks.

Grant A, Gonzalez T, Montgomery MO, Cardenas V, Kerdel FA. Infliximab therapy for patients with moderate to severe
hidradenitis suppurativa: a randomized, double-blind, placebo-controlled crossover trial. J Am Acad Dermatol. 2010Lesage C,
Adnot-Desanlis L, Perceau G, Bonnet M, Palot JP, Bernard P, et al. Efficacy and tolerance of prolonged infliximab treatment of
moderate-to-severe forms of hidradenitis suppurativa. Eur J Dermatol. 2012



Anti TNF-a

Etanercept in the treatment of moderate-to-severe HS as a
second line biologic treatment if the result of first-line biologic
treatment is unsatisfactory

Strength Agreement

Is not Consensus 28/34
recommended (82%)

Certolizumab pegol in the treatment of moderate-to-severe
HS as a second line biologic treatment if the result of first-line
biologic treatment is unsatisfactory

Strength Agreement

Is not Strong 28/29
recommended consensus (97%)
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7. Some studies suggest that enthesitis may respond to methotrexate, but the level of evidence is low. 7. For JAK-inhibitors, caution is needed for patients aged 65 years or above, current or past
2. No glucocorticoids for axial disease. long-time smokers, with a history of atherosclerotic cardiovascular disease or other cardiovascular
3. The target is remission or low disease activily (especially with long standing disease) in accordance with the risk factors or with other malignancy risk factors; with known risk factors for venous thromboembolism.
treat-totarget recommendations. 8. Consider tapering in sustained remission.
. Preferred in the presence of relevant skin involvement, however in case of & atory b / 9. Including abatacept.
disease or uveitis, a TINF monoclonal antibody or (for IBD) IL-23i or 12/23F or JAK/ '.5 moonﬁnmndsd
5. Improvement means at least 50% reduction in disease activity.
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OePATTEUTIKI TTPOCEYYIOTN AOVIKANS WWPIAOTIKAG apBpiTidag

» Ta yn oTteposldn avTipAeypovwdn edpuaka (MZAD) atroteAOUV T CUVIOTWHEVN BEPATTEIQ TTPWTNG
YPOUMAG YIa TOV TTOVO Kal TNV OUOKAMWYIQ.

= H @uoikoBepartreia Kal Ol TOTTIKEG EVECEIC KOPTIKOOTEPOEIDWY (OTNV IEPOAayOVIa apBpwan ,eAv
eVOEIKVUTAI) NTTOPOUV ETTIONG VA ATTOTEAECOUV PEPOC TNG APXIKNG BEPATTEUTIKAC TTPOCEYYIONC.

= Ta CsDMARDS (ueBotpecatn,couhpacaAadivn,K.ATT) OEV CUOTHVOVTAI OTNV ACOVIKI VOOO £TTEION OEV
gival aTTOTEAEOUATIKA.

» Ta ouoTNUATIKA YAUKOKOPTIKOEIDN OEV OUCTHVOVTAI.

= Edv ta cuptrtwpara dev eAéyxovtal atmrd MZAD r) edv o1 aoBeveic Exouv upnA dpaocTnpIOTNTA TNG
VOOOU, Ol KATEUBUVTNPIEG YPANMES ouVIOTOUV TNV évapen PioAoyikwv DMARDSs.
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Adalimumab for the treatment of patients with moderately to severely active
psoriatic arthritis: results of a double-blind, randomized, placebo-controlled

trial ADEPT)
Philip J Mease

Abstract

Objective

Adalimumab, a fully human, anti—tumor necrosis factor monoclonal antibody, was evaluated for its safety and
efficacy compared with placebo in the treatment of active psoriatic arthritis (PsA)

Methods

Patients with moderately to severely active PsA and a history of inadequate response to nonsteroidal
antiinflammatory drugs were randomized to receive 40 mg adalimumab or placebo subcutaneously every
other week for 24 weeks. Study visits were at baseline, weeks 2 and 4, and every 4 weeks thereafter. The
primary efficacy end points were the American College of Rheumatology 20% improvement (ACR20)
response at week 12 and the change in the modified total Sharp score of structural damage at week 24.
Secondary end points were measures of joint disease, disability, and quality of life in all patients, as well as
the severity of skin disease in those patients with psoriasis involving at least 3% of body surface area.

Results

At week 12, 58% of the adalimumab-treated patients (87 of 151) achieved an ACR20 response,
compared with 14% of the placebo-treated patients (23 of 162) (P < 0.001). At week 24, similar ACR20
response rates were maintained and the mean change in the modified total Sharp score was -0.2 in patients
receiving adalimumab and 1.0 in those receiving placebo (P < 0.001). Among the 69 adalimumab-treated
patients evaluated with the Psoriasis Area and Severity Index (PASI), 59% achieved a 75% PASI
improvement response at 24 weeks, compared with 1% of the 69 placebo-treated patients evaluated (P <
0.001). Disability and quality of life measures were also significantly improved with adalimumab
treatment compared with placebo. Adalimumab was generally safe and well-tolerated.

Conclusion

Adalimumab significantly improved joint and skin manifestations, inhibited structural changes on radiographs,
lessened disability due to joint damage, and improved quality of life in patients with moderately to
severely active PsA

58% TwVv aoBevwv
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Responders (%)

Adalimumab for long-term treatment of psoriatic arthritis: 2-year data

from the Adalimumab Effectiveness in Psoriatic Arthritis Trial (ADEPT).

Mease PJ, et al. Ann Rheum Dis
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2006 Jul
Efficacy and safety of adalimumab in patients with ankylosing

spondylitis: results of a multicenter, randomized, double-blind,
placebo-controlled trial(ATLAS)

Désirée van der Heijde

Abstract

Objective: To evaluate the safety and efficacy of adalimumab, a fully human recombinant IgG1 monoclonal antibody that
specifically targets human tumor necrosis factor, in patients with active ankylosing spondylitis (AS).

Methods: This was a multicenter, randomized (2:1 ratio), double-blind, placebo-controlled study to evaluate a subcutaneous
injection of adalimumab, 40 mg every other week, compared with placebo for 24 weeks. The primary efficacy end point
was the percentage of patients with a 20% response according to the ASsessment in Ankylosing Spondylitis International
Working Group criteria for improvement (ASAS20) at week 12. Secondary outcome measures included the ASAS20 at week
24 and multiple measures of disease activity, spinal mobility, and function, as well as ASAS partial remission.

Results: At week 12, 58.2% of adalimumab-treated patients (121 of 208) achieved an ASAS20 response, compared with
20.6% of placebo-treated patients (22 of 107) (P < 0.001). More patients in the adalimumab group (45.2% [94 of 208]) than in
the placebo group (15.9% [17 of 107]) had at least a 50% improvement in the Bath Ankylosing Spondylitis Disease Activity
Index at week 12 (P < 0.001). Significant improvements in the ASAS40 response and the response according to the ASAS5/6
criteria at weeks 12 and 24 were also demonstrated (P < 0.001). Partial remission was achieved by more adalimumab-
treated patients than placebo-treated patients (22.1% versus 5.6%; P < 0.001). Adalimumab-treated patients reported more
adverse events (75.0% versus 59.8% of placebo-treated patients; P < 0.05), but there was no statistically significant
difference in the incidence of infections. Most adverse events were mild or moderate in severity.

Conclusion: Adalimumab was well-tolerated during the 24-week study period and was associated with a significant and
sustained reduction in the signs and symptoms of active AS.
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Adalimumab effectiveness for the treatment of ankylosing spondylitis is
maintained for up to 2 years: long-term results from the ATLAS trial

D van der Heijde

Abstract

Objective:

To determine the long-term effect of adalimumab on patients with ankylosing spondylitis
(AS) who participated in the Adalimumab Trial Evaluating Long-Term Efficacy and Safety in
AS (ATLAS), a randomised, double-blind, placebo controlled, 24-week trial.

Methods:

Patients received adalimumab 40 mg every other week (eow) or placebo for 24 weeks in
ATLAS. At week 24, patients were switched to open-label adalimumab 40 mg eow. Efficacy
measures included 20% improvement in the Assessment in SpondyloArthritis International
Society (ASAS) criteria (ASAS20), ASAS40 and ASAS partial remission responses and
changes in individual components of the ASAS20 response evaluations, for example, Bath
AS Functional Index (BASFI) and Bath AS Disease Activity Index (BASDAI). Two-year
interim data were analysed based on the total duration of adalimumab exposure,
irrespective of the treatment randomisation group.

Results:

At 2 years, 255 (82.0%) of the original 311 ATLAS patients continued receiving adalimumab
treatment. Improvements in ASAS responses observed in ATLAS were sustained during
long-term treatment; 64.5% (200/310) were ASAS20 responders, 50.6% (157/310) were
ASAS40 responders and 33.5% (104/310) had maintained ASAS-defined partial remission.
Changes in individual ASAS response components were sustained or improved during long-
term adalimumab treatment. From ATLAS baseline to 2 years of adalimumab exposure,
respectively, BASDAI improved from 6.3 (SD 1.7) to 2.4 (SD 2.3) and BASFI improved from
5.2 (SD 2.4) to 2.9 (SD 2.5). Adalimumab was well tolerated. No cases of tuberculosis,
congestive heart failure, lupus-like symptoms, or demyelinating disease were reported.

Conclusions:
Adalimumab reduced the signs and symptoms of AS and induced partial remission for up to
2 years. The long-term safety profile was similar to the short-term safety profile.

Alatripnon
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Efficacy and safety of adalimumab in patients with non-
radiographic axial spondyloarthritis: results of a
randomised placebo-controlled trial (ABILITY-1)

Joachim Sieper et al

Abstract

Purpose: To evaluate the efficacy and safety of adalimumab in patients with non-radiographic axial
spondyloarthritis (nr-axSpA).

Methods: Patients fulfilled Assessment of Spondyloarthritis international Society (ASAS) criteria for
axial spondyloarthritis, had a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of =
4, total back pain score of =4 (10 cm visual analogue scale) and inadequate response, intolerance or
contraindication to non-steroidal anti-inflammatory drugs (NSAIDs); patients fulfilling modified New
York criteria for ankylosing spondylitis were excluded. Patients were randomised to adalimumab
(N=91) or placebo (N=94). The primary endpoint was the percentage of patients achieving ASAS40 at
week 12. Efficacy assessments included BASDAI and Ankylosing Spondylitis Disease Activity Score
(ASDAS). MRI was performed at baseline and week 12 and scored using the Spondyloarthritis
Research Consortium of Canada (SPARCC) index.

Results: Significantly more patients in the adalimumab group achieved ASAS40 at week 12
compared with patients in the placebo group (36% vs 15%, p<0.001). Significant clinical
improvements based on other ASAS responses, ASDAS and BASDAI were also detected at week 12
with adalimumab treatment, as were improvements in quality of life measures. Inflammation in the
spine and sacroiliac joints on MRI significantly decreased after 12 weeks of adalimumab treatment.
Shorter disease duration, younger age, elevated baseline C-reactive protein or higher SPARCC MRI
sacroiliac joint scores were associated with better week 12 responses to adalimumab. The safety
profile was consistent with what is known for adalimumab in ankylosing spondylitis and other
diseases.

Conclusions: In patients with nr-axSpA, adalimumab treatment resulted in effective control of
disease activity, decreased inflammation and improved quality of life compared with placebo. Results
from ABILITY-1 suggest that adalimumab has a positive benefit-risk profile in active nr-axSpA patients
with inadequate response to NSAIDs.

36% Twv acBevwyv TTETUXAV
ASAS 40.
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Efficacy and safety of continuing versus withdrawing
adalimumab therapy in maintaining remission in patients
with non-radiographic axial spondyloarthritis (ABILITY-3): a
multicentre, randomised, double-blind study

Prof Robert Landewe, et al

Summary

Background

Success of treatment withdrawal in patients with non-radiographic axial spondyloarthritis who are in remission remains
unknown. The ABILITY-3 study explored the ability to withdraw adalimumab treatment in patients with non-radiographic
axial spondyloarthritis who achieved sustained clinical remission after open-label treatment with adalimumab.

Methods

ABILITY-3 was a multicentre, two-period study done in 107 sites in 20 countries. We enrolled adult patients (=18 years)
diagnosed with non-radiographic axial spondyloarthritis, fulfilling Assessment of SpondyloArthritis international Society
classification criteria but not the modified New York radiologic criterion, who had objective evidence of active
inflammation, active disease, and inadequate response to at least two non-steroidal anti-inflammatory drugs. Patients
who achieved Ankylosing Spondylitis Disease Activity Score (ASDAS) inactive disease (<1-3) with open-label
adalimumab (40 mg subcutaneously every other week for 28 weeks) at weeks 16, 20, 24, and 28 were randomly
assigned (1:1) using an interactive voice or web response system to 40-week, double-blind treatment with adalimumab
(continuation) or placebo (withdrawal). The primary efficacy endpoint was the proportion of patients who did not
experience a flare (defined as ASDAS 22-1 at two consecutive visits) during the double-blind period. Patients who
flared were rescued with open-label adalimumab. This study is registered with ClinicalTrials.gov, humber
NCT01808118.

Findings

Between June 27, 2013, and October 22, 2015, 673 patients were enrolled to the study. The trial completed on April 14,
2017. Of 673 enrolled patients, 305 (45%) achieved sustained remission and were randomly assigned to double-blind
treatment (152 patients to adalimumab and 153 to placebo). A greater proportion of patients continuing adalimumab
than those receiving placebo did not experience a flare (107 [70%)] of 152 patients vs 72 [47%)] of 153 patients;
p<0-0001) up to and including week 68. Among 673 patients receiving adalimumab at any time, 516 (77%) patients
reported an adverse event and 28 (4%) experienced a serious adverse event. The most common adverse events in
both the adalimumab and placebo groups were nasopharyngitis (25 [16%] vs 20 [13%]), upper respiratory tract infection
(20 [13%] vs 12 [8%)]), and worsening of axial spondyloarthritis (ten [7%] vs 21 [14%]).

Interpretation

In patients with active non-radiographic axial spondyloarthritis who achieved sustained remission with adalimumab,
continued therapy was associated with significantly fewer patients flaring than was treatment withdrawal.

AZloAdynon av n ouvéxion,
A N OIaKOTT) PapuAKOU
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Sustained benefits of infliximab therapy for dermatologic and articular manifestations of
psoriatic arthritis: results from the infliximab multinational psoriatic arthritis controlled
trial (IMPACT).

Antoni CE, et al. Arthritis Rheum. 2005.

Two-year efficacy and safety of infliximab treatment in patients with active psoriatic
arthritis: findings of the Infliximab Multinational Psoriatic Arthritis Controlled Trial
(IMPACT).

Antoni CE, et al. ] Rheumatol. 2008.

ACR 20:65% INFLIXIMAB VS 10% PLACEBO
Taxeia Evapén dpaong
BeAtiwon apBpitidac kot Pwplaong
AvaoTOAN aKTIVOAOYLKAC €EALENC VOOOU
Alatipnon aMOTEAECHATLKOTNTOG
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Efficacy and safety of infliximab in patients with ankylosing spondylitis: results of a

randomized, placebo-controlled trial (ASSERT)
Désirée van der Heijde

Abstract
Objective

The signs and symptoms of ankylosing spondylitis (AS) respond inadequately to nonsteroidal antiinflammatory drugs,
corticosteroids, and disease-modifying antirheumatic drugs in quite a number of patients. Tumor necrosis factor inhibitors
have demonstrated success in reducing AS disease activity in a limited number of clinical trials. The objective of this
multicenter, randomized, placebo-controlled study was to evaluate the efficacy and safety of infliximab in patients with AS.

Methods

Patients were randomly assigned to receive infusions of placebo or 5 mg/kg infliximab at weeks 0, 2, 6, 12, and 18.
Efficacy was assessed using the ASsessment in Ankylosing Spondylitis (ASAS) International Working Group criteria, the
Bath Ankylosing Spondylitis Disease Activity Index (BASDAI), night pain, patient's global assessment, the Bath Ankylosing
Spondylitis Functional Index (BASFI), the Bath Ankylosing Spondylitis Metrology Index (BASMI), chest expansion, the
Mander enthesis index, the total swollen joint index, the C-reactive protein level, and the Short Form 36 (SF-36) health
survey questionnaire. The primary end point in this study was the proportion of patients with a 20% improvement response
according to the ASAS International Working Group criteria (ASAS20 responders) at week 24.

Results

Of the 357 patients screened, 201 were assigned to receive 5 mg/kg infliximab and 78 were assigned to receive placebo.
After 24 weeks, 61.2% of patients in the infliximab group were ASAS20 responders compared with 19.2% of patients in the
placebo group (P < 0.001). Clinical benefit was observed in patients receiving infliximab as early as week 2 and was
maintained over the 24-week study period. Patients receiving infliximab also showed significant improvements in the
BASDAI, BASFI, BASMI, chest expansion, and physical component summary score of the SF-36. Adverse events were
reported by 82.2% of patients receiving infliximab and by 72.0% of patients receiving placebo; however, most adverse events
in both treatment groups were mild or moderate in severity.

Conclusion

Infliximab was well tolerated and effective in a large cohort of patients with AS during a 24-week study period
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Braun J, Brandt J, Listing A, et al.
Two year maintenance of efficacy and safety of infliximab in the treatment of ankylosing
spondylitis. Ann Rheum Dis.
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MeAéTeg o TTpayMaTIKEG ouvOnkeg dcixvouv 011 ADALIMUMAB €xel upwnAn
MOKPOTTPOBeoUN ETTIRIWON O A0OEVEIC UE ACOVIKI) OTTOVOUAQPBPITIda (axSpA),
ME Eva oNUAVTIKO TTOO0O0TO A0BEVWY va TTAPANEVOUV OTO PAPHAKO VIO APKETA
XPOovia.

ADALIMUMAB 1000 WG apXIKO @APHAKO 000 Kal WG PBIOOUOEIDEG, £DEICE
QATTOTEAECUATIKOTNTA, ME TA TTOOCOOTA ATTOTEAECHATIKOTNTAC TNG BepaTreiag o€
d1doTnua 3 ETWV va KupaivovTal ueTacu 64,5% kail 77,5% og acBeveic ue
acoVIK oTTovOUAITIOO (axSpA).

Aidpeocog Xpovog Emiiwong: Opiouéveg HEAETEC ExOuV BeEiCel akOun
MEYAAUTEPN Oldpeon emBiwon HETA aTTd Afwn QapuAKou, n oTToia £XEI
ava@epBei £wg Kal 56,2 NAVEG 0 OPICHEVES OMADEG, IDIAITEPA OE EKEIVOUG ME
EVEPYO AKTIVOYPAPIKI) agovikry oTTovOuAapBpiTida.

Makpoxpovia AIGpKeIa: 2Tn HOKPOTTPOBeoUN TTapakoAoudnon (Ewg 5 £€1n) yia
aykuAoTtroinTIkA aTtTovOuAiTIda, adalimumab £xel deicel ouvexn
QATTOTEAECPATIKOTNTA, ME UWPNAQ TTOOOOTA A0BEVWV VA ETTITUYXAVOUV XOUNAN
EVEPYOTNTA TNG VOOOU.

Early response to adalimumab predicts long-
term remission through 5 years of
treatment in patients with ankylosing
spondylitis

November 2011

Long-term Follow-up of Starting
and Switching from Bio-originator
to Biosimilar: Real-world Data in
Axial Spondyloarthritis Patients
Treated with Adalimumab and
Etanercept

Ana Lucia Martins Fernandes1

Early response to
adalimumab predicts long-
term remission through 5
years of treatment in
patients with ankylosing
spondylitis

Joachim Sieper



Rheumatol Immunol Res

2024 Mar 31
Adalimumab in the management of psoriasis and psoriatic arthritis: Results

from a Delphi investigation
Marco Matucci-Cerinic et al

0 To adalimumab atroteAei pia KATAAANAN TTPWTNG YPAUMNAGS BeparTreia yia
ao0Beveic pe PSO/PsA TTpoo@EPOVTAC HI ATTOTEAEOUATIKA BEPATTEUTIKNA
ETTIAOYN ME KABIEPWHPEVO HOKPOTTPOBEOUO TTPOPIA aO@AAEIaG/KIVOUVOU.

0 AoBeveic ue PsSA Kal acovikr TTpooBoAn atmoteAoUv KAataAAnAoug utroyn@iouc yia
Bepartreia pe adalimumab.

O To adalimumab civai To papuako ekAoyng otav ol PsO and/or PsA cuvduddovral
ME payoeldiTida r dlatTunTIKA 1I0pWTADEVITIOA.
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