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The Effect of Moderate-Dose Corticosteroids in Preventing
Severe Flares in Patients With Serologically Active, but
Clinically Stable, Systemic Lupus Erythematosus

Findings of a Prospective, Randomized, Double-Blind, Placebo-Controlled Trial

Chung-E Tseng,' Jill P. Buyon,' Mimi Kim,” H. Michael Belmont,' Meggan Mackay,”
Betty Diamond.” Galina I\-’[ardcr,'g Pamela Rosenthal,! Kathleen Haines,! Wirginia Tlie, !
and Steven B. Abramson?!

* 2¢ Ja utrokatnyopia acBevwy pe 2EA (21/41) tTou gival KAIVIKG oTaBepoi aAAG
TTapouacidlouv augnon Twv antidsDNA (>25%) kai Tou C3a (50%) n TTPoANTITIKN
XOopPnNynon KOPTIKOEIdWY O& HETPIEG OOOEIC VI UIKPO XPOVIKO DIAOTNUA MTTOPEI VA
MEIWOEI TO TTOOOOTO OOPRAPWY EEAPTEWV

* NNT (number needed to treat): 3,3

« 30% aoBevwyv oT1o placebo group avérrTucav coapr £€¢apon TNG vVOOOU

« 'EkBeon aocBevwv 0€ KOPTIKOEION KAl OTIG TTAPEVEPYEIEG TOUG XWPIC KAIVIKA

OUNTITWHOTO

Tseng et al, Arthritis & Rheumatism,54,11,2006,3623-3632



OpoAoyIKa evepyoi-KAIVIKO oTaOEPOI aoBeveiC
(SACQ)

SDI (Mean2SEM)

-55 SACQ (>2 xpovia) aoBeveic Vs 110 controls ( Torondo Cohort)
-AeKkaeTAC A pakoAouOnon

Awadopad otn petaPfoln tou SDI SACQ Vs control -1,14+1,88 (p:0,001)

-0,34+80 (p :0.02)
-0,43+1,61 (P:0,13)
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Sreinman et al,Arthritis care &research,64,4,(2012)



OpoAOVYIKA eVEPYOI-KAIVIKA 0TOBEPOI aoBeVEiC
(SACQ)

-2UMQWVa e TN MEAETN o1 oXeTICOpEVEC UE TO 2EN BAGBeC 0 cuoowpeuovTal
UTTOKAIVIKA KOTA TN OIAPKEIQ MIAC TTAPATETAMEVA EVEPYNS AVOOOAOYIKA, NPEUNG

KAIVIKO vOOOU .

-[poTteivouv evepyr TTapakoAouBnon kai Ox1 BepaTtreia e otTepOEIdN 1 AAAA
QVOOKATAOTAATIKA O€ EVEPYOUC aVOOOAOYIKA, AvVeEVEPYOUC KAIVIKA aoBeveic.

Sreinman et al, Arthritis care &research,64,4,(2012)



[Tw¢ €TTIAEYOUV OI KAIVIKOI YIATPOI va XEIPICTOUV
aoBeveic TTou BpiokovTal KAIVIKG O€ UQEDN;

AIaQUKTIOKN MEAETN, 30 XwPeG,130 CUMPHPETEXOVTEC

- UTTOBETIKA, KAIVIKG ggvapla, NTTIAC Kal oo3apng vooou o€
ugpeon

- ATTOPAON TWV BEPATTEUOVTWY va dIaKOWouV Tn BepaTreia
ouvTAPNONG,META ATTO TTAPATETAMEVN KAIVIKN UPECN
eTnNEeadoTayv artro TNV TTAPANOVI) TNG AVOOOAOYIKNG

evepyotnTag ( + antidsDNA kai xapnAoU CUPTIANPWHATOC)

Ngamjanyapoporn P. et al , Lupus Science & Medicine, 2017



[Tw¢ €TTIAEYOUV Ol KAIVIKOI YIOTPOI VO XEIPIOTOUV
aoBeveic TTou BpiokovTal KAIVIKA € UPeon,

* [1a 10 id10 KAIVIKO OEVAPIO-NTTIO TTEPIOTATIKO 2EA ( apBpiTIOQ,
eCavOnua) he TTapateTapEvn uPeon yia 5 xpovia 55% twv yiatpwy 6a PEiwve TN
doon 1nc HCQ o€ avribeon ue 10 3% ETTIi TTAPAPOVIC TNG AVOOOAOYIKIC
EVEPYOTNTAC

Ngamjanyapoporn P. et al , Lupus Science & Medicine, 2017



EXTENDED REPORT
Belimumab in the treatment of systemic lupus

erythematosus: high disease activity predictors
of response

Ronald F van Vollenhoven,’ Michelle A Petri,? Ricard Cervera,® David A Roth,*
Beulah M Ji,° Christi S Kleoudis,® Z John Zhong,” William Freimuth?
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R Volelhoven,,Annals of Rheumatic Disease2012:71

To Belimumab rjtav

TILO QTTOTEAECATLKO

o€ aoBeveic pe

vPnAn evepyotnta
VOOOU,BeTIKA
antidsDNA,xaunAo C3,C4




ATtroteAéopara @aong Il (BLISS-52/76)

[ Placebo + SoC
[] Belimumab 1 mg/kg + SoC
[ Belimumab 10 mg/kg + SoC
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BLISS-52 BLISS-76 Pooled: BLISS-52 & 76 HDA subgroup

» Significantly higher response rates were observed in patients treated with belimumab 10 mg/kg +
SoC compared with those who received placebo + SoC (P<0.05)*-3

* P<0.05; ** P<0.001 1. Benlysta® (belimumab) SmPC. GlaxoSmithKline (UK). May 2012;
2. Navarra SV, et al. Lancet 2011; 377:721-731;
HDA = high disease activity, SoC = standard of care, 3. Furie RA, et al. Arthritis Rheum 2011; 63:3918-3930;

SRI = Systemic Lupus Erythematosus Responder Index. 4. van Vollenhoven RF, et al. Ann Rheum Dis 2012; 71:1343-1349.



T ocupPaivel Je TOUG OPOAPVNTIKOUG ACOEVEIG;

Contents lists available at ScienceDirect

Seminars in Arthritis and Rheumatism

journal homepage: www.elsevier.com/locate/semarthrit

Low disease activity—irrespective of serologic status at @Cmssmrk
baseline—associated with reduction of corticosteroid dose and

number of flares in patients with systemic lupus erythematosus

treated with belimumab: A real-life observational study

Antonis Fanouriakis, MD"* Christina Adamichou, MD", Sofia Koutsoviti, MD",

Stylianos Panopoulos, MDY, Chrysanthi Staveri, MD®, Anastasia Klagou, MD",

Christina Tsalapaki, MD*, Lamprini Pantazi, MD", Styliani Konsta, MD',

Clio P. Mavragani, MD, PhD’, Despoina Dimopoulou, MD¥, Styliani Ntali, MD/,

Georgios Katsikas, MD', Kyriaki A. Boki, MD", Dimitrios Vassilopoulos, MD?,

Pinelopi Konstantopoulou, MD!, Stamatis-Nick Liossis, MD, PhD®, Antonia Elezoglou, MD*,
Maria Tektonidou, MD“, Prodromos Sidiropoulos, MD, PhD"”, Abdulsamet Erden, MD™,
Petros P. Sfikakis, MDY, George Bertsias, MD, PhD"!, Dimitrios T. Boumpas, MD, PhD*!

Table 1

Demographic and clinical characteristics of 91 patients treated with belimumab
for =3 months

Serological
e Low C3/C4 44 (48.3)
e High anti-dsDNA 33 (36.3)




SLEDAI-2K

Modified SLEDAI-2K
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12 months
Seminars in Arthritis and Rheumatism 48 (2018);467-474
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% of patients
100 Low disease activity states (SLEDAI-2K = 0 or LLDAS)
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Baseline 3 months 6 months 9 months 12 months

Active (n) 48 48 44 32 23
Inactive (n) 43 43 38 29 19



Meplntwon aocBevouc

e Tuvalika 52 etwv pe Lotoplko ZEA amo 5 etioc
* ANA, antidsDNA,antiRO, anti LA, antiURNP,
apBpitda, e€avOnua voéewc deppatikov AUkou uTto HCQ.

* Mapovoa vOooc:

EOw kat 5 punvec apBpitida, e€avOnua  tpLxomtwon,xwpic xapnAo
CUMTANPpWHA Kol YwpLlc Betika antids DNA.

KAWLKA evepyr-AvOGOAOYLKA VEVEPYN
SLEDAI:8



Meplntwon aocBevouc

MpooBnkn MTX 15mg/week, filicine,
prezolon 10mg/day

2TOUC 6 LAVEC tapapovh Tne apBpitidac kat tov e€avoOnuatoc (
TEPLOPLOLLEVO OTO TTPOCWTTO) Kol AduVaLLa EAATTWONC TNG
koptllovne < 7,5mg/day

MNpocBnrikn BELIMUMAB 10mg/month

BeATlwoN TWV CUMUMTWHATWY OTOUC 3 HAVEC, OTO £TOC OLAKOTIN TWV
KOPTIKOELOWV



2 UUTIEPOLOLOLTLKOAL

e To xapnAo cuunAnpwpa kot to Betika antidsDNA €xouv oXeTLoTEL pe TiLo cofoapn
vOOO

* H oéela petaBoAn touc Kat oxL n otaBepr mapouvcia Toug OXETI(OVTOL LE UTTOTPOTIEC
NG vooou Ko oL aacBeveic xpnlouv otevnc mapoakoAouBnong

* H amouola toug Opwc €Tl KAWLKNG evepyoTnNTag OV MPEMEL va Sladpopormolouv Tov

TPOTIO AVTLUETWTILONC TWV a.cBevwv



