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AnAwon oluykpouong CUNPEPOVTWV

Exw AABeL TLpnTIKA apoPn yia tn cuykKeKpLpévn optAia ano: Novartis

Exw AdBet apolpn yia optAiec kot oUpPouAeuTIKEC Spaotnplotntec amo: Abbvie, Galderma,
Genesis Hellas, Janssen, LEO, Lilly Pharmaserve, Novartis, UCB

H mapouoiaon auth mpoopiletol pOVo yLa pN-IpowBNnTLKO EMLOTNUOVIKO OKOTIO KOl UTTOPEL va
TLEPLEXEL TTANPODOPLEC OXETLKA LLE TA TIpOTOVTA N TLC eVOELEELC TOUC, TTOU ETTL TOU MAPOVTOC UIOPEL
va elval uTto Stepeuvnon n/kat tou dev £xouv eykpLOEeL armo TIC pPUBLLLOTIKEC OPXEC

H mapouoiaon avtr ekppalel amoKAELOTIKA TIC Ao ELC TOU OMLANTH

OLmAnpodopleg mou mepLexovtal eival akpLBeic kata tn dnuLlouvpyia TNG mapovciaong

Tuyov dedopeva oXeTKA e TtpoiovTa ta ortoia Sev avrikouv otn Novartis Baoilovtal og dnuoola
Slabgoipec mAnpodoplec katd tn SnUoupyla T mapouaciaong



KAINIKA XAPAKTHPIZTIKA

OHAY

FTENNHOEIZ: 1961 (60 ETQN)

YWOz2: 154 cm BAPOz2: 90 Kg

AANKOOA: OXI KAMNIZMA: MPQHN KAMNIZTPIA (aro to 2000, 20py)

ZYNNOZHPOTHTES:

AY

BMI: 38 (>25)

2014 QUANTIFERON: + (MPODYAAKTIKH MONO®OEPATEIA ME IZONIAZIAH TA 9 MHNES)

WQPIAZIKH NOZOz:

1991 3/2014 3/2018 10/2018

EM®ANIZH EMAEINQ2H TH2 A2OENHZ NMPO2HAGE E=APZH WQPIAZIKHZ NO2OY ME
MEMONQMENQN HNIQN WAQPIAZIKHZ NO2OY 2TO  EPYOPOAEPMIKH EMANEMO®ANIZH WQPIAXHZ KATA
BAABQN 2E TPIXQTO AEPMA KAl EMOANIZH ENAP=H 2Y2THMATIKH2 MAAKAZ, ANASTPOOHZ
KEDAAHZ KAl EKTATIKEZ APOPAANTIAZ ZE APOPQIH AlMQrHz ME WQAOPIAZHZ KAI WO

EMIOANEIEX AKPQN AE ATKQONA ANO 2MHNOY OYZTEKINOYMAMIH PASI 16,2

PASI<10 ENAP=H 2Y2THMATIKH2 BSA 35%

ENAP=H TOMIKHZ AlrQIrHz ArQrHz ME mMTX PGA 4



10/2018
UTIO CUCTNUOTLKN oywyn

PASI 16,2
BSA 35%
PGA 4
NAPSI: 24
Target NAPSI: 6
DLQI:17

; ? W -
«Ta VUYLl LOU TTOVOVE KOl

duokoAevopal va ta KoPw. Agv
LITOpW va KAvVw TG SoUAeiec Tou
OTILTLOU OTIWC TIPLVY
«To SAKTUAO pou €XEL pNOTEL Kall
TIOVAELY

v WwpLaotkr ovuyia

v" Avdotpodn Ywpiaon

v Wwpiaon yevwntkmv
opYAvVwV




WwpLaotkn voooc: dev sivatl povo to dEpua

* H ypwplaon napouvolalel eupL Ao KAWVIKWY EKONAWOEWVL2

* Mepimou ta 2/3 twv acbeviwv e Pwpiaon oto déppa eudavitouv BAaBEeG ot emipoveg eviomioels
SRR AT

Enintwon o€

EL8IKEG evtomioeL . ,
S 6 YwprLaocikoug acBbeveig

50% (6ta Biov emimtwon

NOxa® 80-90%)
TpywTto TN KEDaANC? 40-90%
NaAdpeg katy/n meApato 12-16%
Wwplaowkn apbpitdbat? 30-41%
A&ovikn voooc® 5-25%

1. Baran R. Dermatology 2012;221:1; 2. Crowley J. J Drugs Dermatol 2010;9:912; 3. Merola JF, et al. Dermatol Ther 2018;31:€12589.
4. Reich K, et al. Br J Dermatol 2009;160:1040; 5. Mease PJ, et al. J Am Acad Dermatol 2013;69:729; 6. Richette P, et al. Ann Rheum Dis 2013;72:566



H Wwpiaon Ovuxwv £xetL Znpovtikn emBapuvon otnv Qol twv AcBevwy,
odnyet o MelwpeEvn KivnTkotnta AaktUuAwyv, Aettovpykotnta kat Movo

2UXVQA QVOEKTIKNA OTIG

Mn @uaolioAoyIkf aTTOKpIon OTAV TTEPIOXA
d1aBéoipeg BepaTreiec?

ouvdeong 6vuxog ue apbpwaont
* MBava cuvdéeTal e EUPIO-PNXAVIKO

. UGN
stress Kal evepyoTroinan avwuaAwy SYETICETaN IE GOBapOTEPN VOO Kal

EYYEVWYV AVOOOATTOKPITEWVL ; . .
n ) ] gival onNUAVTIKOG TTPOYVWOTIKOG
QpOoUCia JOOTOKUTTAPWY TTOU SeikTng WALS

atreAeuBepwvouy IL-17 (avetdpTnta TNG
IL-23) £xouv TTEPIYPAPEI OE HENOVWHEVQ
vUxia aoBevwv pe WA?

TWV

AT1T6 TouG aoBeveic e Maoa . o TTEPITITWOEWV
pwpiaon PATNPETA < 80% PWPIAOIKAS
ot apBpiTidact

2NMAVTIKA €TTIdpOCN TNV
TTo16TNTa {WAC TWV A0BEVWV®

EtritrTwon otoug
aoBeveic ue WQ3
PsA, psoriatic arthritis; PsO, psoriasis; QoL, quality of life

1. Haneke E. Psoriasis. 2017;7:51; 2. Abdelmaksoud A. Clin Exp Dermatol. 2018;43:952; 3. Augustin M, et al. Br J Dermatol. 2010;163;580; 4. Baran R. Dermatology. 2010;221(Suppl.1):1; 5. Wilson FC, et
al. Arthritis Rheum. 2009;61:233; 6. McGonagle D, et al. Dermatology. 2009;218:97



Epwtnon 1:
Mola KaTd TN yvwin oag Ba ntav n
opBotepPN enouevn kivnon tou
AgppuatoAoyou;

> 'Evapén Tomikng aywyng
» 'Evapén cuotnuaTIKAG aywyng

» DALEVEPYELA ATIELKOVIOTLKWV
e€etaoswv/ aLpatoAoyLlkol eAEyXoU
» MNapamnounr o PeupatoAoyo yla
TEPALTEPW OlepeELVNON KOL OTN
OUVEXELX €K VEOU ANPn amodaong
ylo TO ETLOUEVO Bripa




Mopdéc Ppwplaong OXETI{OUEVEC ME
vPnAotepo Kivéuvo yia WA

BAdBeg peooyAouTiaiag

- - N TTEPITTPWKTIKAG
BAaBeg Tpixwrou Ywplaoiki Ovuyia I MEPIOXNS
KEPAANG
HR 3.89 HR 2.93 HR 2.35

95% CI (2.18-6.94) 95% CI (1.68-5.12) 95% CI (1.32-4.19)

Cl, confidence interval; HR, hazard ratio
Wilson FC et al. Arthritis Rheum. 2009;61(2);233-39




EMEITHMONIKH OMAAA EPTAZIAL WOPIAIHE

—

I'ENIKH 'PAMMATEIA YIIOYPTEIOY YTEIAX

ENITPOITH I'lA THN [TAPAKOAOYOHZH THEZ
GAPMAKEYTIKHZ AAITANHE, THN OAOKAHPQZH TN
ATACNOQZTIKON/QEPAIIEYTIKQON ITPOTOKOAAQN KAI

TH AHMIOYPTTA MHTPQON AZOENQN

EINNIETHMONIKH OMAAA EPTAXIAY WQOPIAXHX

YQPIAXH

AYTOYXTOZ 2018

6. Lt eEQIPETIKEG TTEPITTWOELS, £(TE Adyw NG PaplTNTAS Kl TG EKTACTE TG VOGO Kal TG
eMISpaanc oV MoLoTNTA {w1g o PepovwiEvo agBevr, €lTe TG EVIOTLONG TNG VOGOV OF
TEPLOyES BepamevTikd avBEKTIKEG Kol €MINOVES, 1) Tipoceyylon Ba pmopovaos va elval pe
BroAoyikovg mapdyovteg [IPQTHE ypappng, 6mwg Adalimumab, Brodalumab, Secukinumab
Kal 0Tolov dAAov TapayovTa AdBel avaioyn £vEslEn oto pnEAAov.

Hrwe Wosploon Métpla - Zopopn Wwplaon

PASI 210 1) PGA<3 1) BSA £10% won DLQI | PASI >10 1) PGA 23 1] BSA>10% won DLQI
<10 =10

0 m

PASI >10 1, PGA=3 W BSA>10% e DLQI | PASI <10 1) PGA<3 1) BSA =10% wat DLQI
<10 >10

Tmv watnyopic cutr, oveiaptrtwe PASL
PGA woet BSA avixouv kol o1 acBevelg pe
VUwplaon Kol CUNTTWURTE  OTLG  £5NC
MEPLOYES:

TpuywTo KEQOANG KoL/ TPOCTWTO
TevwnTIKG opyove

Maddpes ko /v MEALRTA

Owvuydivon 1 ovuyoSuoTpowoin
TOUAQYITTOV 2 OVUYwY TwV EKowY
YELDWY

+ 'Evtovo kvnouo

s [Mapouvdio smipovey TACKWGY

s Yoplaon oF opaTég,  epoveic
TEPLOYES

* & 8 8

» '0ho Too MopoMcvey OXETILOVTOL pE
TOV  OploRd  THC  PETPLOG KoL
gofoapnic Wwplaong KaTd TAGKTS
Adyw BoapiTnTac. amv
CUYVKEKPLLEVT KoTnyoplo
EVTHOTOVTOL Kol oL 251G LopoEC:

«  EpuOpodspuik Yrawpioon

* Teviksupévn
@lukTawvwdng Jwplaan

* Wwplacn pe ouvodo

ales s o n oo anaat ool o

L 1 s il ilbtliittekeied il il sttt 1

H fma popen amotsiel svdniEn TOMIKHE Bepomeing kol @wToBEpumeios, v 1 HETPLO-
gofapn, evéziEn EYETHMATIKHE Bzpamnsioc.



ZUOTAOELG yLa TNV avtipetwriton tng Wwpraotkng Ovuyxiog

Recommendations for the definition, evaluation, and treatment of nail psoriasis in
adult patients with no or mild skin psoriasis: a dermatologist and nail expert group 2019
consensus Accepted Date: 30 January 2019

Rigopoulos D, Baran R, Chiheb 5, Daniel lll CR, Di Chiacchio N, Gregoriou 5, Starace M, Tosti A, Triantafyllopoulou |, Zaiac M,

Grover C, Haneke E, lorizzo M, Pasch M, Piraccini BM, Rich P, Richert B, Rompoti M, Rubin Al, Singal

*an matrix M First line: o ~~nd line:
wFew p-7 ’ involvement i.l. steroid inj. top. steroids OR to,.. “itamin D
~.sease only analogues OR top. vitam.~ 0

(£ 3 nails Alternatively: analogues in combination witn npOO'OXI"]!
involved) top. vitamin D + top. steroids OR top. retinoids
steroids OR top. Keratolytic agents OR
top. 0.1% tacrolimus oint. OT1av O'UVUTI'(XPXSI lpwp|qo'||(|‘|

Nailbed ™  First line: ' Second line: ApBpiTIda, TTPETTEl Va ETTIAEYETAI

involvement top. steroids OR top. topical steroids OR topical - I
only vitamin D + top. vitamin D OR topical vitamin D O'UO'TI'“.]GTIKI‘] BSPGWSIG |.l£

steroids + topical steroids OR topical évoeliln WA, akdéun kai o€

retinoids OR i.l. steroid inj. ’ , ’
Alternatively: TTEPITITWOEIC UE r]'ITIG-E)\G)(IO'TI’]

top. vitamin D OR top. . .
retinoids OR top. LIJ(UP'GCTI OVUX(DV

0.1% tacrolimus oint.
OR i.l. steroid inj.

Nail matrix ] First line:
and bed i.l. steroid inj. AND/OR top. vitamin D + top. st~ .ds

inyolvement
Alternativ~""_

More than 3 10p: viianm w wrs 10p. steroids OR top. retinoids OR
nails top. keratolytic agents OR top. 0.1% tacrolimus oint.

involved

topical AND/OR systemic treatment according to clinical manifestation
and patient’s QoL



" 0 AEPMATONOTOZ
2YMBAAAEI ME THN |
NMAPANOMIH 2TO
PEYMATOAOIO 2THN
ErKAIPH AIATNQ2H KAI
| AMOTEAEZMATIKH |

AN 2YNYNAPXEI
E=APXHZ WQ KAI WA

2YXNA O AZOENH2z
NPOZEPXETAI NMPQTA 2TO
AEPMATOAOIO

“ O AEPMATOAOIOZ
| | KAAEITAI NA ASIOAOTEI
AN AEN ZYNYNAPXEI WQ TAKTIKA THN MIGANH
KAl WA \ EM®ANIZH WA >THN
NMOPEIA THZ NOZOY




H Wwpiaon twv Ovuxwv cuvdeetal pe tn Wwplaoikn ApBpitida pHEocw TG
EvBeaoitidog

To vOxL Bswpeital pla eeldikevpévn diadopomnoinon AELTOUPYLKA, TO VUXL EVOWHATWVETOL 6TO LUOCKEAETIKG cUoTHA
Tou 8€ppartoc, éva emSeppIKO e€dptnpa HEow oUVEEDNG LE TEVOVTEG, CUVEEGHOUG, KAOWG KL LLE TO

TLEPLOCTEO TIOU KAAUTITEL TAL 0OTA

DIP (amTw @aAayyo@aAayyikn) apfpwon achevolc ue
ywpiaon ovuxwv

. . ®Aeypovi Tou odnyei ®Aeypovi Tou odnyei
Insertional site: .attachmen't (.)f oTnv evleoitida otnv evleoitida
tendon and lamina to DIP joint _ NYXI . NYXI
....... N »
A
s s :
Insertional site: attachment
DIP DIP of nail root to tendon
A midline sagittal section through the DIP joint with fibres extending from the extensor tendon as superficial lamina A more lateral sagittal section of the DIP joint with the lateral lamina attaching the sid of the nail root to the
on the dorsum of the DIP joint. A further deep lamina also extends as fibres from the extensor tendon and forms a flexor tendon demonstrating further anchorage of the nail by the entheses. The site of the lateral lamina may
thick periosteum on the dorsum of the distal phalanx. Strands of fibres also link the nail plate to the periosteum.* correspond to the collateral ligament?

2xedov navta otn npwipn PsA evtoniletal evbeaitidba otnv DIP dpBpwon %3

A) Midline sagittal section; B) lateral sagittal section
DIP, distal interphalangeal

1. McGonagle D, et al. Dermatology 2009;218:97; 2. Langenbruch A, et al. BIJD 2014;171:1123; 3. Radtke MA, et al. J Dtsch Dermatol Ges 2013;11:203



ATTELKOVLOTLKOG EAEYXOC




10/2018 2TH 2YTKEKPIMENH A2Z©OENH

UTIO CUCTNUOTLKN oywyn

PASI 16,2 v E€apon KOG katd TAdKag

BSA 35% Ywpiaong

PGA 4 v WwpLaotkn ovuyia Q _
NAPSI: 24 v' Avdotpodn Ywpioon pe

Target NAPSI: 6

DLQIl:17

ocuvuniapyouvoa Pwplaon
VEVVNTIKWV OPYAVWV ﬁ

v Wwplaowkr apbpitida (repidepikot timou ohyapbpitida)

-
|ENAPZH IYSTHMATIKHE ATQIHE ME ZEKOYKINOYMAMIMH 2X150mg s.c. |




/2015 ENAPEH IYITHMATIKHE ATQTHE ME SEKOYKINOYMAMIH 2X150mg s.c.

UTIO CUOTNHOTLKN oywyn

PASI: 16,2

BSA: 35%

PGA: 4

NAPSI: 24
Target NAPSI: 6
DLQI:17

11/2018

UTIO OEKOUKLVOU UALUTTN
BeAtiwon TG KOWAG
KOLTAL TAQLKOLG
Ywpiaong kaw tng WO
Entitevén APASI 75

-

1/2019
UTTO OEKOUKLVOU LLOLUTIN

BeAtiwon tnG KOG KOTA TTAGKOLG
Ywpiaong, tnc WO kat tnc WA
Entiteuén APASI 100

(PASI: 0 BSA: 0 PGA:0)

NAPSI: 3

Target NAPSI: 1

DLQI: 1




Epwtnon 2:

[la TtoLEG EKPAVOELC TNG
JwpLAOLIKAC VOOOU O€ aUTH TNV
aoBevn Bewpeital cwotn TNV
ETUAOVYI ZEKOUKLVOULLALUTTNG WG

Oepareia;
 Afpua
* Nuyla
* ApBpwoslg
* OAa ta mapomnavw




2EKOUKLVOUMAUTN, SE60HEVA AMOTEAECHATIKOTNTAC 5 £TLOG

Awatriipnon tou moAU uPnAov MOGOCGTOU ANMOKPLONG IOV ETLTEVXONKE oT0 1 £T0¢

€10¢ (88.5%, 66.4% ka1 41%)

» O ammokpioeligc PASI 75/90/100 katd 10 1° €10C (88.9%, 68.5% Ka1 43.8%, avtioToixa) diatnpnénkav wg 1o 5°

» O1 atmrokpioeic o1o PASI TTapéucivav otabepés, aveCapTATWS TNG OTATIOTIKAG MEBOGDOU TTOU XPNOIUOTTIOINONKE

~

PASI 75 PASI 90 PASI 100
—m As observed —&— Asobserved —# As ohserved
-m- M -a- MI -4- M
-m- LOCF -4~ LOCF -#- LOCF

100

40 41.0

20 7

D T T T 1
Fm1 2 3 4 5
n=162 n=152 n=139 n=132 n=122

LOCF, last observation carried forward; MI, multiple imputation; n, number of evaluable patients
in the as-observed analysis (the number of evaluable patients in the Ml and LOCF analyses was 168
at each time point); PASI, Psoriasis Area and Severity Index score

Bissonnette R, et al. J Eur Acad Dermatol Venereol. 2018;32(9):1507
Langley R, et al. AAD 2019; Late Breaker; Presented at Washington DC, USA

MNogosta Twy acBeviy mow ehafav 300 mg (n=416)

—tp— PAS] 75 Az obzzrved)
—e PAS] 30 | Az obzerved)
—8— PAS] 100 (As observed)

100

—4— PAS| 75 (M)
—a& pas| 90 (M)
—8— PAs| 100 [MI)

PASI 75

- pasi 75 (oce) | PASIS0

-l = [P AS] ml:ujm:] FASI 1Dﬂ
- -8 = PAS] 100 (LOCF)

10
0
52 14
Ep&Gopobo Ep&opobo

156
Ep&opobo

EpSopada

208 260
EpSopada

PASI, Psoriasis Area and Severity Index. 300 mg only: included PASI 75 responder and partial responders (PASI

50 responders but not PASI 75) at Week 52 who were strictly on 300 mg till Year 5.

m, number of patients

as observed; PASI 75/90/100, 75/90/100 percent improvement in Psoriasis Area and Severity Index; MI, multiple

imputation; LOCF, last observation carried forward



H ZEKOUKLVOUMAUTTN EMITUYXAVEL TaXELQ Evapén dpaonc

T easRe CLARITY

—

=)

=
']

o5
—
y

2
&

FAS| 90 avTamokpBEVTEC (%)

PASI 90 avTamokpIBEVTEC (%)
Jom
|

20 =
D + u IIl | | | | | I ] | |
0 2 ‘4 8 12 0 2 4 8 12
sRGopadsc - gpbopadec
mme SEC 300 mg (N=245) e SEC 300 mg (N=550)
== PBO (M=248) LST 45/90 mgi(N=552)

ERASURE: Data assessed with non-responder imputation
CLARITY: Data assessed by multiple imputation
**P<(0.001 for secukinumab vs. placebo

" ) .

1.Langley RG, et al. New Eng J Med 2014;371:326 ﬂz;o.oczcl for j_e“:k'““f_‘“i? VS;;‘gge';'”“;“;b y 00 ma t

2. Bagel J, et al. Dermatol Ther (Heidelb). 2018 Dec;8(4):571-579 Mg for patients weighing =155 kg at basefine or 5 mg for

3. Blauvelt A, et al. Br J Dermatol. 2017:177: 879 patient weighing >100 kg, per label PASI, Psoriasis Area and
Severity Index; PBO, placebo; SEC, secukinumab; UST, ustekinumab



H ZEKOUKLWVOUMAUTIN EXEL TTAPOUCLACEL EUVOLKO PpodiN acPaAerlac, To
onoio dratnpeital Ewc ta 5 £€tn Oepameiog

ANAAYSH 15 KAINIKQN MEAETQN WQPIAZHS KAI
3 KAINIKON MEAETQN WQPIAZIKHg APOPITIAAX

Aev rapouaidotnke KAVEVA véo onua aoc@aAeiag £wg 1a 5 £ Ta exposure-adjusted incidence rates yia emAeypéva AEs
BepaTreiag, evwy OEV EVTOTTIOTNKE AUENON OTNnV £TACIA ouxvoTnTa AE, MeElwBnkav atrd 1o 'ETog 1 010 'ETOG 5
atro 10 €106 1
KAIvikég pehétec Wwpiaong 9.6 KAivikég MeAéTeg WwplaoikAg
8.7 ApBpiTIdag
8.7 x
5
o 7.6 7 - 6.9
E £8
9~ °
59 £3
& 2 z
[CTe] o
59 g
2 | 23 24
g 13 16 124 0.05 0.1 1.7 0.08 0.08
m ﬂ 05 44 (CD) (UC) o4 06 o CD) (UC)
0 - 0 0 0 o e '
| | y o O mr -
Any SAE Serious Infections MACE IBD
Any SAE Serious Infections MACE IBD

& Year2 & YearS - Year2 & Years

AE, adverse event; CD, Crohn’s disease; Cl, confidence interval; IBD, inflammatory bowel disease; IR, incidence rate; MACE, major adverse cardiovascular event; SAE, serious adverse event; UC, ulcerative colitis;
Patients included in the analysis: PsO: year 1 (N=5181), Year 2 (N=3268) and Year 5 (N=1210); PsA: Year 1 (N=1380), Year 2 (N=1183), and Year 5 (N=290)
Multiple secukinumab dose regimens were used in these studies and included intravenous (up to 10 mg/kg) or subcutaneous (s.c.; 75, 150, or 300 mg) loading followed by s.c. maintenance dosing (75, 150, or 300mg)

Deodhar A, et al. Arthritis Res Ther 2019;21:111



Received: 4 Mardch 2019 I Revised: 31 May 2019

Accepted: 18 June 2019

DOl: 101111/ dth 13006

ORIGINAL PAPER

e WILEY

Real world data from the use of secukinumab in the treatment
of moderate-to-severe psoriasis, including scalp and
palmoplantar psoriasis: A 104-week clinical study

Natalia Rompoti MD, PhD*?

| Pelagia Katsimbri MD, PhD?® |

Georgios Kokkalis MD! | Dimitrios Boumpas MD, PhD?® |
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Athens Medical School, Athens, Greece

*First Department of Dematology and
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*Fourth Department of Intemal Medicine,
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School, Athens, Greece
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Comespondence

Evangelia Papadavid MD, PhD, Second
Department of Dermatology and Venereology
“Attikon" University Hospital, National and
Kapodistrizn University of Athens Medical
School, Rimini 1, 124462 Chaidari, Athens,
Greece.

Email: papadavev@yahoo gr

Abstract

Several clinical studies demonstrated the safety and efficacy of the intedeukin-17
inhibitor secukinumab in the systemic treatment of moderate-to-severe psoriasis, as
well as psoriatic arthritis (PsA) in adults, whereas real-world data is limited. A single-
center clinical study was performed to evaluate in real-world practice the efficacy of
secukinumab up to Week 104 of treatment in moderate-to-severe chronic plague
psoriasis, including scalp and palmoplantar involvement, according to Physician
Global Assessment (PGA), PASI75/90/100 and scalp, and palmoplantar PGA. Drug
survival, the safety profile of secukinumab, and patient's quality of life were
also assessed during a 2-year observation period. Out of 83 patients included, 56.3%
were biologic-naive, and 94% had scalp, 25.3% palmoplantar, and 43.9%
joint involvement. At Week 16, PASI75/PASIP0/PASI1I00 were observed in
83.8/70.0/46.3%, respectively. Sealp and palmoplantar PGA were rapidly improved,
with 98.7 and 95.5%, respectively, reaching clear/almost clear skin at Week 16. After
104 weeks, drug survival was 74.5%. A significant improvement of the quality of life
was observed. Biologic-naive patients without coexisting PsA benefited the most.
Real-world data demonstrated secukinumab efficacious in ehronic plague psoriasis,
including specific locations such as scalp and palmoplantar psoriasis with a safety

profile similar to that in clinical trials.
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Abstract

Background Few studies have investigated the long-term outcomes of secukinumab in real-life psoriasis treatment
where diverse patient profiles require a personalized approach.

Objectives To determine long-term performance of secukinumab in moderate-to-severe plaque psoriasis, and identify
potential clinical factors predictive of sustained optimal response under real-world conditions.

Methods In this 78-week, single-centre, retrospective study, effectiveness, safety and drug survival of secukinumab
were evaluated. Effectiveness data are reported as observed. Co-primary endpoints were absolute Psoriasis Area and
Severity Index (PASI) <3 at week 4, 16, 52, 78, and clinical predictors of PASI <3 and PASH 00 responses at week 52 and
78.

Results A total of 85 patients (75.3% male; mean age 48.6 years) were included. Absolute PASI =3 was achieved in
73% and 83% of patients at week 52 and 78, respectively. PASI 75/90/100 responses at week 52 (71.6%, 50.8%, and
40.3%, respectively) were sustained at week 78 (73.6%, 64.2%, and 45.3%, respectively). Median absolute PASI
remained low at week 52/78 (0.9/0.6, respectively), while mean absolute PGA also sustained low (0-1) values after 16—
78 weeks. Investigator's Global Assessment 0/1 response rate was maintained by week 52/78 (72/83%, respectively).
The drug survival rate of secukinumab at week 78 was 79.1%. Treatment was discontinued in 17.9% of patients after an
average of 41.7 weeks, mainly due to loss of effectiveness (10.4%). A total of 27% experienced adverse events, without
critical safety concerns. Based on multivariate analysis, advanced body mass index (BMI) and presence of =3 comorbidi-
ties decreased the chance of achieving PASI =3 at week 78 [OR (95% CI) 0.78 (0.64-0.97); P = 0.024, and OR (95% CI)
0.045 (0.002-0.83); P = 0.037, respectively].

Conclusions Secukinumab showed consistently high effectiveness in this real-life cohort, with an acceptable safety
profile. Over time, persistence of PASI <3 response appears to be lower in patients with high BMI or multiple comorbidi-
ties.



12,1

a. Absolute PASI, PGA, scalp PGA, ppPGA and DLQI

& baseline o week 4

week 16 uweek 52
1.8 1.6
08 09
04 0,0

113
“week 104

3,7

2,1

]

ATTOTEAEGUATLKOTNTA OTO
S€pua, OTLC TAAAEC-
TEALLOTAL, TO TPLXWTO Kall
TNV mototnta {wng mou
Slapkel yia 2 TouAdxLoTOV
Xpovia

38

PGA

scalp PGA

pp PGA DLQI

Response to treatment
PASI75
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PASI100

PASI75
PASI?0
PASI100

Systemic treatment naive (n, %)
18/21 (85.7%)
16/21 (76.2%)
13/21 (61.9%)

Biologic treatment
naive® (n, %)

38/43 (88.4%)
36/43 (83.7%)
25/43 (58.1%)

Any systemic treatment (n, %)
47/56 (83.9%)
39/56 (69.6%)
24/56 (42.9%)

Biologic treatment
experienced® (n, %)

25/34 (73.5%)
18/34 (52.9%)
12/34 (35.3%)

p-Value (Mann-Whitney U test)
.848
574
.149

p-Value (Mann-Whitney U test)

.020
.004
.048

74.5% twv aoBsvwv
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Rompoti et al. Dermatologic Therapy. 2019;e13006.



Received: 4 Mardch 2019 I Revised: 31 May 2019

Accepted: 18 June 2019

DOl: 101111/ dth 13006

ORIGINAL PAPER

e WILEY

Real world data from the use of secukinumab in the treatment
of moderate-to-severe psoriasis, including scalp and
palmoplantar psoriasis: A 104-week clinical study

Natalia Rompoti MD, PhD*?

| Pelagia Katsimbri MD, PhD?® |

Georgios Kokkalis MD! | Dimitrios Boumpas MD, PhD?® |
Ignatios Ikonomidis MD, PhD* | Konstantinos Theodoropoulos MD? |
Dimitris Rigopoulos MD, PhD? | Evangelia Papadavid MD, PhD

eecond Department of Dermatology and
Venereology, *Attikon" University Hospital,
Mational and Kapodistrian University of
Athens Medical School, Athens, Greece

*First Department of Dematology and
‘Wenereology, “Syggros” University Hospital,
Mational and Kapodistrian University of
Athens Medical School, Athens, Greece

*Fourth Department of Intemal Medicine,
“Attikon" University Hospital, National and
Kapodistrian University of Athens Medical
School, Athens, Greece

*Second Department of Cardiology, *Attikon®
University Hospitzl, Mationzl and Kapodistrian
University of Athens Medical School, Athens,
Greee

Comespondence

Evangelia Papadavid MD, PhD, Second
Department of Dermatology and Venereology
“Attikon" University Hospital, National and
Kapodistrizn University of Athens Medical
School, Rimini 1, 124462 Chaidari, Athens,
Greece.

Email: papadavev@yahoo gr

Abstract

Several clinical studies demonstrated the safety and efficacy of the intedeukin-17
inhibitor secukinumab in the systemic treatment of moderate-to-severe psoriasis, as
well as psoriatic arthritis (PsA) in adults, whereas real-world data is limited. A single-
center clinical study was performed to evaluate in real-world practice the efficacy of
secukinumab up to Week 104 of treatment in moderate-to-severe chronic plague
psoriasis, including scalp and palmoplantar involvement, according to Physician
Global Assessment (PGA), PASI75/90/100 and scalp, and palmoplantar PGA. Drug
survival, the safety profile of secukinumab, and patient's quality of life were
also assessed during a 2-year observation period. Out of 83 patients included, 56.3%
were biologic-naive, and 94% had scalp, 25.3% palmoplantar, and 43.9%
joint involvement. At Week 16, PASI75/PASIP0/PASI1I00 were observed in
83.8/70.0/46.3%, respectively. Sealp and palmoplantar PGA were rapidly improved,
with 98.7 and 95.5%, respectively, reaching clear/almost clear skin at Week 16. After
104 weeks, drug survival was 74.5%. A significant improvement of the quality of life
was observed. Biologic-naive patients without coexisting PsA benefited the most.
Real-world data demonstrated secukinumab efficacious in ehronic plague psoriasis,
including specific locations such as scalp and palmoplantar psoriasis with a safety

profile similar to that in clinical trials.
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Abstract

Background Few studies have investigated the long-term outcomes of secukinumab in real-life psoriasis treatment
where diverse patient profiles require a personalized approach.

Objectives To determine long-term performance of secukinumab in moderate-to-severe plaque psoriasis, and identify
potential clinical factors predictive of sustained optimal response under real-world conditions.

Methods In this 78-week, single-centre, retrospective study, effectiveness, safety and drug survival of secukinumab
were evaluated. Effectiveness data are reported as observed. Co-primary endpoints were absolute Psoriasis Area and
Severity Index (PASI) <3 at week 4, 16, 52, 78, and clinical predictors of PASI <3 and PASH 00 responses at week 52 and
78.

Results A total of 85 patients (75.3% male; mean age 48.6 years) were included. Absolute PASI =3 was achieved in
73% and 83% of patients at week 52 and 78, respectively. PASI 75/90/100 responses at week 52 (71.6%, 50.8%, and
40.3%, respectively) were sustained at week 78 (73.6%, 64.2%, and 45.3%, respectively). Median absolute PASI
remained low at week 52/78 (0.9/0.6, respectively), while mean absolute PGA also sustained low (0-1) values after 16—
78 weeks. Investigator's Global Assessment 0/1 response rate was maintained by week 52/78 (72/83%, respectively).
The drug survival rate of secukinumab at week 78 was 79.1%. Treatment was discontinued in 17.9% of patients after an
average of 41.7 weeks, mainly due to loss of effectiveness (10.4%). A total of 27% experienced adverse events, without
critical safety concerns. Based on multivariate analysis, advanced body mass index (BMI) and presence of =3 comorbidi-
ties decreased the chance of achieving PASI =3 at week 78 [OR (95% CI) 0.78 (0.64-0.97); P = 0.024, and OR (95% CI)
0.045 (0.002-0.83); P = 0.037, respectively].

Conclusions Secukinumab showed consistently high effectiveness in this real-life cohort, with an acceptable safety

profile. Over time, persistence of PASI <3 response appears to be lower in patients with high BMI or multiple comorbidj
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Variable Week 52 PASI <3 Univariate Week 78 PASI <3 Univariate
OR (95%Cl) Univariate P-value OR (95%Cl) Univariate P-value
Gender (male) 0.093 0.521
Age at PSO onset (per year) 0.056 0,938 (0.882-0.997) 0.040
BMI 0634 0.777 (0.650-0.928) 0.006
Obesity (BMI>30) 0.582 118 (0.021-0.653) 0.014
Weight 0.587 096 (O 927-0.9%) 0.025
Depression 09 NIAT
Metabolic comorbidity 093 0.127 (0.020-0.807) 0.029
>3 Comorbidities 0.46 0.096(0.007-0.442) 0.006
Psoriatic arthitis 0.293 0.848
Age at secukinumab inifiation (per year) 0.948 (0.904-0.993) 0024 0.906 (0.838-0.979) 0.013
Disease durafion prior o secukinumab 0836 0.920
Systemic therapy naive 0.336 NIAT
=2 Systemic drugs 0.785 0.929
Biologic experience 0513 0144
22 Biologic drugs 0.682 0.714
Week 78 PASI <3 Multivariate
Variable OR (95%Cl) Univariate P-value
[BMI 0.784 0.635-0.968 0.024
>3 Comorbidities 0.045 0.002-0.83 0037
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2EKOUKLVOUMAMTN: AntoteAeopatikotnta otnv Wwplaoikn Ovuyia

H 2€KOUKLVOU LAUTIN TIOLPOUCLOLOE oTO aro 1o baseline éw¢ tnv

Mean °% change in NAPS5I
from baseline

NAPSI, NAil Psoriasis Severity Index
Reich K, et al. PGC 2017, P021
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2EKOUKLVOUMAMTN: AntoteAeopatikotnta otnv Wwplaoikn Ovuyia

Katd tnv post-hoc avaAuvon pooled dedopévwy twv peAetwv FUTURE 2-5:

* 66.7% Twv acBevwv umno oekoukvoupaunn 300 mg napouvciacav MNAPSI <2, evw n pEon tocooTLaia
uetaPfoAln oto mNAPSI o oxéon ue to baseline ntav -66.8% ota 2 £€1n.

* Ot BeAtiwoelg twv NAPSI kat mNAPSI anokpioswv dtatnpnBnkav ewg ta 2 £tn (EBSopada 104)
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BL, Baselime; mMNAPSI, modified MAPS!; NAPSI, nail psoriasis severity index; n, the number of
patients who meet NAPSIIMmMAPS] response (MAPSIIMMAPS] score =2)

Reich K et al, 29th European Academy of Dermatology and Venereology Congress, 29-31st October, 2020 Virtual Congress (P1281)
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Secukinumab: Efficacy in patients with moderate to severe plaque and nail psoriasis; a 52

weeks observational clinical study

Pantelis Panagakis, Aristea Stravodimou, Eftychia Platsidaki, Dimitris Rigopoulos.

Department of Dermatology and Venereology, Andreas Sygros Hospital, Athens, Greece

Introduction & Objectives: Psoriasis is a
chronic immune mediated skin disease
affecting 2% of the world population. Nail
changes are present in approximately 50% of
these patients and may affect up to 80% of
them at some time during their lives. Nail
psoriasis is noted for being resistant to
treatment and numerous studies have
shown that conventional therapies are likely
less effective and slower-acting than
biologics in treating nail disease. Current
evidence supports a fundamental role of T-
helper-17 (TH-17) pathway and its relation to
interleukin-17  (IL-17) cytokine in the
pathogenesis of psoriasis. Secukinumab is a
fully humanized, monoclonal anti-IL-17A
antibody and has been developed to block
this key cytokine. The purpose of this study
is to demonstrate the efficacy, of this
relatively new agent, both in plague and nail
psoriasis.

The authors declare that they have no
competing interests.

Materials & Methods: Thirty two patients
(14 men; 18 female) with plague as well as
hail psoriasis were followed up after initiating
treatment with secukinumab. Twenty four
patients were biological naive and were on
conventional systemic therapies (ciclosporin
or methotrexate) and the rest eight had
received one biologic treatment. At week O,
mean PASI (Psoriasis Area and Severity Index)
score was 31 and mean NAPSI (Nail Psoriasis
Severity Index) score was 35. Secukinumab
was administered subcutaneously according
to the spc of the drug.
Results: PASI and NAPSI
evaluated at weeks 16 (Figure 1) and 52
(Figure 2). PASI 90 was achieved in all
patients (100%) as early as 16 week (PASI
score mean 3.1). At week 16, 90% of patients
presented with a 50% improvement of their
NAPSI score, termed NAPSI 50 (NAPSI score
mean 17). At week 52, 90% of the patients
maintained PASI 90, while 60% of the
patients achieved NAPSI 75 (NAPSI score 8).
No adverse effects occurred during
treatment.

scores were

Figure 1. Fingernail Figure 2.
involvernent of Improvement of the
patient 5 at baseline NAPSI score at week
(week 0). 52.

Conclusions: Treatment with Secukinumab
was associated with sustained efficacy in
terms of both plaque and nail psoriasis and a
good safety profile. These results are in
accordance with the only existing double-
blind, randomized, 2-years study of
Secukinumab.
References:
1. Pasch MC. Nail Psoriasis: A Review of
Treatment Options. Drugs. 2016;76:675-705.
2. Armstrong AW, Vender R, Kircik L
Secukinumab in  the Treatment of
Palmoplantar, Nail, Scalp, and Pustular
Psoriasis. ] Clin Aesthet Dermatol. 2016;9(6
Suppl 1):512-516. Epub 2016 Jun 1.

* 32 aoBeveig pue WQ kot
WO umno
OEKOUKLVOU LLOLUTIN
* Baseline mean PASI: 31
* Baseline mean NAPSI: 35
 EBSounada 16
* Mean PASI: 3,1
* Mean NAPSI: 17
* 100% twv acBevwv
nietuxov APASI 90
* 90% Twv aoBevwv
nietuxov ANAPSI 50
 EBSopada 52
* 90% Twv aoBevwv
Statipnoav APASI 90
* 60% Twv aoBsvwv
netuyav ANAPSI 75
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H ripwun Ogpouteia ko n mbavotnta TPononoinong VOoou LE T ZEKOUKWVOUUATTN:
MeAén IVEPSA

ZnUavTikh BeATiwon TwV CUPTITWHATWY TTPWIKNG WA (pre-PsA) utré ogkoukivoupdutrn (IVEPSA) H

QeiXVEl OTI N TTPWIKN

TTapéupaon otn PsA

ME TN

OEKOUKIVOUNAMTTN
MTTOPEI va odnynoel

O€ ONUAVTIKN MEiWoN
TWV CUNTTITWHATWY

oT0 OEPMA, TO AAYOG
KAl TNV UTTOKAIVIKNA

PAeypovn

Overview Baseline Follow-Up Overview Baseline Follow-Up

Overview Baseline Follow-Up

Kampylafka E, et al. Arthritis Res Ther. 2019;21:178 IVEPSA: Three examples, one from metacarpophalangeal joints (A) and two from the wrist joint (B and C), are shown



MeA€tn IVEPSA: H ZEKOUKIVOUULAUTIN TOLPOUCLOOE onMavTKn BeAtiwon ota
CUMITTWHOTA Tov oXeti{ovtal HE tpwipn WA og pwpracikouc acOeveic

Enewta ano 24 EBSOMASES, oNHAVTLIKNA

BeAtiwon:

e 21N Sepuatikn) mpooBoAn

e Ytnv apBpadyia & otic Stoykwpevec/
gvalloBntec apBpwoelc (onmwc avadepovtol
Ao touc aoBeveic)

e XtnVv uTtoKAWVLIKA dAeypovn otnv MR

o€ aoBeveic pe pre-WA (Ppwpioon kat
UTTOKAWVLKA TtpooBoAn Twv apBpwoswv)i?

2taBeponoinon twv Sopkwv apOpLkwv
HETABOAWV OTwC aéloAoynOnkav HEow
MRI & HRpQCT*?

HRpQCT, high-resolution peripheral quantitative computed tomography; MRI, magnetic resonance imaging; PsA, psoriatic arthritis

1. Kampylafka E, et al. EULAR 2018. Oral presentation OP0305; 2. Kampylafka E, et al. Arthritis Res Ther 2019;21:178
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