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ANTIKEIMENIKOI AEIKTEZ
ENEPFOTHTA2Z 2TO ZEA

« SLEDAI: SLE Disease Activity Index (€kdoon
SELENA-SLEDAI 1 SLEDAI-2K)

« BILAG: British Isles Lupus Assessment Group
(€kdoon BILAG 2004)

o SLAM: Systemic Lupus Activity Measure
(€Ekdoon SLAM-R)

« ECLAM: European Consensus Lupus Activity

Measurement




ANTIKEIMENIKOI AEIKTEZ ENEPMOTHTAZ

210 2EN

BILAC-2004 SLAM-R SELENA-SLEDAI ECLAM
Number of s 102 30 5
Number of organ gystems 9 4 4 10
Total Score range 0-81 0-81 0103 0-10
Review period | month | month 10 days | month
Objective/subjective Both Subjectve Both
Weighted vanables No Yes Yes Yes
Organseverity asesment ~ Yes Yes No Yes
mmunologic variables —~— No No Yes Yes
Definition of flares Yes No Yes No
Previous versions BILAG (1988) SLAM (1989) SLEDA : |
Advantages « (rzan specific - Easy to imply . Easy to imply n general practice ) Easy toimply

SEVerity score
Disadvantages - Time consuming training - Subjective no immunologic - Only SELENA has definitions of flares - No flares defined

advised Darameters « (nly global severtty score




SLEIDAI-2K

Q Katoxupwpévog, EUPEWC XPNOIHOTIOIQUNEVOC GEIKTNG EVERPYOTNTAC

Q NepdapBavel 24 KAWVIKEG-EPYAOTNPIAKEG EKONAWOELG , TAPOUGES
TIC mponyoupeveg 10 PEPES

Q Egggovopncn avaloya pe tn Baputnta :1-8 Babuoug, (score:0-

» Katnyopiec evepyotnragc ZEA:

1. Ypeon (remission) (SLEDAI=0)
2. 'Hma evepyotnta (mild) (<n=6)

3. MEtpla evepyotnta (moderate) (7-12)

4. YynAn evepyotnta (severe) (>12)

5 [MoAU upnAn evepyotnta (> n =20)

» KAlvika onuavtikeg uetaBoAéc
v Auénon >3 ="'E€apon

v Meiwon >3 = BeAtiwon

v AANAayn +3 = Egpévouca evepyotnta




SLEDAI: SLE DISEASE ACTIVITY INDEX

Descriptor

SelZure

Psychosis

Organic brain syndr
Visual

Cranial Merve
Lupus Headache
CWVA

Definition

Recent. Mo other cause

Altered perception of reality. No other cause
Altered mental function. No other cause
Fetinal changes

Mew onset neuropathy

Severs, persistent, unresponsive to narcotic analgesia

Mew onset (exclude atherosclerosis)

Thrombocytopenia
| eukoperia

Wt
a
a8
a8
a
a
a
a8
8 Vasculitis Ulceration, gangrene infarction
4 Arthritis = 2 actively inflamed joints
4 Myositis Weakness and enzymes or biopsy
4 Urinary Casts Heme-granular or RBC
4 Hematuria > 5 RBC/HPF (no other cause)
4 Proteinuna Mew onset or increase > 0.5 Gm/'24 hours
4 Pyuna > 5 WBC/HPF (no other cause)
2 Rash Inflammatory type rash
2 Alopecia Patchy or diffuse hair loss
2 Mucosal Ulcers Oral or nasal ulcerations
s Pleunsy Pleuritic chest pain, rub or effusion
2 Pericarditis Pericardial pain with confirmatory test
2 Low Complement Decrease total hemolytic Complement, C3 or C4
2 Anti-dsDNA Increased Farr
1 Fever > 38°C (no other cause)

< 100,000 (no other cause)
< 3,000 (Mo other cause)




SLEDAI-2K

ENEPFOTHTA NOZOY (EKTIMHZH IATPOY)

0 05
Udeon  eAdylom

AEIKTHZ ENEPITOTHTAZ SLEDAI-2K:
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Omntkr) veupitioa
Wuywtikr| Slatapayr)

Otela oUyyuon/diatapayr| em.ouveidnong

EniAnntikol onaopof

Kpaviakn veupondBela (auobntiki/kivntikr)

Eppévouoa keparahyia AUkou

Avyy. Eykedpahikn vooog pn-Bpopfwtikn
Ayyeiitda (5éppatog 1y omAayviki)

Apbpitida (og >2 apbBpwioeig)
Muooitida

KUAvdpot oUpwv (kokkhdelg 1y epubpv)
Awatoupia (omelpapatikn, >5 epubpd ko)

4
4
2
2
2
2
2
2
2
1
1
1

N I I I

MNpwteivoupia >0,5g/24-hr
Muoupia (>b ko.m.)
Aeppartiko e&avbnua AUkou
Tpiomntwon

AdBwONG otopatitida
[MAeupLTikr) UMY
Mepikapditida

| 1itho1 C3/C4

T tithot anti-dsDNA
Mupetdg >38°C
Opopfonevia < 100.000/uL
Aeukomevia <3000/uL

Znueioon: H odapikn extiunon atpou mpenet va oupmAnpavetal mptv To deiktn evepydtnrac SLEDAI-2K.
Ot K\vikég exdnhwoelg Babuoloyolvtal pévo otav anodidovrar oto ZEA kat eival Suvntikd avactpéPiueg.
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1. 2TOXOC €lval N UWeoN N n xaunAn
EVEPYOTNTA TNG VOOOU KABwWC Kal n
TPOANYN Twv e€aposwv Pe Baon to O&iKTn
SLEDAI.

2. KabBoplopog twv emMmedwy tng

EVEPYOTNTAC TNG
vooou(mild,moderate,severe)

4

BAPYTHTA KAl 2HMANTIKOTHTA TOY
SLEDAI!!

1,28, 2%
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Recommendation/5tatement mean (S0

.{a0als Of reatment
1.1 Treatmesit in SLE shauld aim at remilssion or low disease activity (20/8) and prevention of Hares (2048) in 2l cegans, maintzined with the lowest possible dose 10.0(0) ]
0f pucoortiooks.

1.2 Fapes of SLE can be treated accordig tn the severty af organs) invoivement by adjusting ongoing therspies (ghicoeorticokds, Immunomodutating agents) o 9.95 (0.27)
hgher dcses, switching or adding new therapies (20i).

2. Trestment af SLE

21HCQ

2.1.1 HCH) s recommended for 3l patients wéth SLE (101A), umkess contrainclcated, 3t 2 dose not exceeding S mykgiesl AW (300 DS {1.11)
2.1.2 In the absence o rsk factors for retinal ity ophaimakogical sorening [by sual fieids examination anior spaciral domain-optical coherence 0.75 0.7}
tomagraphy) shauld be pertormed at Dasaine atter 5 years, and yearly tereatter (2078).

TIEF




2019 update of the EULAR recommendations for the
management of systemic lupus erythematosus

Recommendatio

Treatment of non-renal Systemic Lupus Erythematosus

SLEDAI=0

Sun protection

Waccinations HCQO
Exercise ! MNo GC
No smoking '
Body weight MTX / AZA or
Blood pressure
Lipids - Low disease activity
Glucose
cili SLEDAI < 4
. HCQ
Antiplatelets MMF Pre < 7.5 mg/d
elmtl-coagulz-lar?ts Immunosuppressives
(in aPL_- positive CcYC {in stable doses and
patients) well-tolerated)
RTX
E ]
Grade A Grade B Grade C Grade D

Mild: constitutional symptoms/ mild arthritis/ rash =9% BSAFLTs 50-100x 10°0'mm?*; SLEDAIZE; BILAG C or =1 BILAG B manifestation
Moderate: Ra-like arthritis! rash 8-18% BSAdcutaneous vasculitis =18% BSA; PLTs 20-50x103/mm3lserositis; SLEDAI 7-12; 22 BILAG B manifestations
Savere: major ofgan threatening disease (nephritis, carebritis, myelitis, pnaumonitis, Mmasentarc vasculitis, thrombocytopania with platelats <20x103/mm3; TTP-like disease or acute

hemophagocylic syndrome; SLEDAI=12; 21 BILAG A manifestations
‘igure 1 Treatment of non-renal SLE—recommended drugs with respective grading of recommendation. aPL, antiphospholipid antibodies;
\ZA, azathioprine; BEL, belimumab; BILAG: British Isles Lupus Assessment Group disease activity index; CNIs, calcineurin inhibitors; CYC,
yclophosphamide; GC, glucocorticoids; HCQ, hydroxychloroguine; IM, intramuscular; MMF, mycophenolate mofetil; MTX, methotrexate; Pre,
rrednisone; PO, per os; RTX, rituximab; PLTs: Platelets; SLEDAI, Systemic Lupus Erythematosus Disease Activity Index.




SLEDAI-2K:NMPO2ZOXH!!
Ol EKAHACLZE]Z BAGMOAOT OYNTAI MONO OTAN
OW®EIANONTAI ZTO ZEA

@ AEYKOIIENIA: 3EA r puehotofikétnta? ""25“ :’ o

® TPIXOMNTQZH: ZEA n @apuaka?

© MAEYPITIKH XYAAOrH: EA fi Aoipwen?

' A




SLEDAI-2K:MPO2LOXH!Y
Ol EKARAQ2ZEIZ BAOMOAOTOYNTAI MONO OTAN
EINAI ANAZTIPEWIMIEXZ

» ENEPIOZ NE®PITIAA vs ETKATEZTHMENH
[TPQTEINQOYPIA




PATTERNS ENEPTOTHTAZ NO2OY

Major disease activity patterns have been identified through longitudinal studies'-?

Patterns identified in a 7-year follow-up
study (N = 165) are:3(2004-2010,ITALY)

—-+—CQD MDA -==CAD —+-RRD

1. [ Clinically quiescent disease (CQD):
a SLEDAI-2K = 0 in the three annual visits

N

Minimal persistent disease activity (MDA):
a SLEDAI-2K = 1 in one or more annual visits

SLEDAI-2K

3. | Chronic active disease (CAD):
a SLEDAI-2K > 2 in at least two out of the
three annual visits

4. JRelapsing-remitting disease(RRD): 0 W * * * W * )
a SLEDAI-2K > 2 in one out of three annual 1 2 3 4 5 6 7 8

visits Visits during follow-up

1. Doria A, et al. Autoimmun Rev 2014; 13:770-777,
2. Steiman AJ, et al. J Rheumatol 2010 37:1822- 1827;
3.Zen M, et al. Clin Exp Rheumatol 2012 30:856-863.

SPEC/BEL/0003/16 - June 2016 GlaxoSmithKline plc.



Disease activity patterns in a monocentric cohort of SLE patients:
a seven-year follow-up study

M. Zen, N.Bassi, L. Nalotto, M. Canova, 5. Bettio, M. Gatto, A Ghirardello,
L. Iaccarino, L. Punzi, A Doria

Division of Rheumatology, Department of Medicine, University of Padova, Padova, Italy.

SLE disease activity patterns / M. Zen et al

Table IV. Observational studies of SLE activity patterms.

Anthors Country n.ofpts Follow-up Activity score Definition of lare  Flare Defindtion of SLE activity Outcome MNotes
Tate patterns
Nossent 2010 Europe 200 4 vears PGA PGA=D and 023 Differences between BERD and 31% QD Mew-onset SLE
{Inean) presence of disease patent' CAD not clearly reported. (ie. 27% CAD patents (1999-2005).
manifestations that year EEIDx periods of disease actvity 42% RRD
required changesinterspersed with periods of
in therapy. Inacdvity).

Laustrup 2010 Europe a4 Syears M-SLEDAI M-SLEDAE4 021  Activity defined as presence of 43% SACQD 1995-2003

from previous visit patdent’ fares (M-SLEDAT=4). 57T AD

year Differences between BRD and
CAD not clearly reported.

Otten 2010 Europe 35J5LE 2.8 years SLEDAI SLEDAT>0) and 045 Activity defined as presemce of 3T% SACQD Patients with recent
{mean) nesd for change in patient! flares. CAD: chronic actvity 499% CAD onset of JSLE
therapy ¥ear with need for therapy (PDN>0.3 14% FED (2007-2008).

meg'kz); RED: periods of flares Therapy used to define
followed by periods of inactve patteIns.
disease.

Nikpour 200% Canada 417 2 year SLEDAI-?K SLEDAT-?E=4 052 CAD: SLEDAT-?K=4, excluding 383%-44 3%* CQD *PatteIn proportions

from previcus visit patent’ serology alone on =2 consecutive 52 3%-46.1%* CAD refer to 2004 and 2005
year visits; RRD: presence of flares 93%-9.6%" ERD

without achieving CATY definition.

Urowitz 2005 Canada 703 1 vear SLEDAIT - - SLEDAT=D Differences between 245% CQD Serological actvity
EED and CAD not clearly reported. T5.5% AD alone was considersd

as AD

Urowitz 2005 Canada 703 5 vears SLEDAIT - - SLEDAT=D at least one time in 5 47% CQD Also serological
years. Differences between RED 95.3% AD acdvity alons was
and CAD not clearly reported. considered as AD

Barr 1999 UsA 204 4.5 years M-SLEDAI M-SLEDAT=0 - EEDx periods of M-SLEDAT>0 25% SACQD Mean annual

{mean) interspersed with M-SLEDAT=0 40% CAD prevalence of the

in at least two anpual visits; 35% FRD three patieIns was
CAD: M-SLEDAT=0 for at least considered
ONE VEAT

Formiga 1999  Spain 100 & Vears M-SLEDAI - - M-SLEDAIL=0 24% SACQD

Drenkard 1996 TUSA 6587 1 year M-SLEDAI - - M-SLEDAL=0 23% SACQD

T vttt vaooy 01 7 étn follow-ap,Sme ° (CAD,MDA,RRD)




SLEDAI: MEIONEKTHMATA

» Anouaia svaiclnaiac otic aAAayec(nx BeAtiwan t™ncC
apBpitidac),0sv BaBuovoueitrat n coBapotnra tnc
npoaBoAnc

| suce(sLEpai=4) | | suc 15 (sLEDAI=4) |
- = -
PLT 13000/mm? PLT 82000/mm?
(SLEDAI = 1) (SLEDAI = 1)




SLEDAI: MEIONEKTHMATA

1. Aegv avixveuel emoeivwon n BeAtiwon piag
eKONAWONG

2. Aev duvatal va diamotwOei NEA opyavikn
mpooBoAN amo To OAIKO score

3. Aev mepiAapBavel EKONAWOEIG OTTWG
mveupovitida tou ZEA, mpooBoAn mentikoU,
KOTIWOoN KTA

4. 'EAA€1YN O01aKpIong HETAEU MOAAWY NWV
EKONAWOCEWYV Vs Alywv coBapwyv, AOyw
TAapOLOoLoU score

AXOENHX 1
E§avlnpa
ApBpitida

Opopponevia
ApOeg

ATXOENHX 2
IMupetog
IIepirapditiba
OITTLKI] VEUPiITI&a

TPIXOMTKON




AEIKTHZ EXAPZEQN SELENA-SLEDAI : TAPAKOAOY®OHZH AZOENQN

EmaAnOeupEvog o€ eMONUIOAOYIKEG HEAETEG KAl KAIVIKEG OOKIHEG

‘Hrua - Métpia €§apon (2 éva ané 1a napakdrw) ZoBapn EEapon (2 éva ané ta napakdrw)
[J AvEnon tou SLEDAI > 3uovabeg ané v [ AuEnon tou SLEDAI oe tehikd okop > 12
nporyoUpevn extiunon (aAha 6y oe 1ehkd okop >12) [ Néa exbiwon/emibeivion
[l Néa exbihwory/embeivwor): 1. MpooPohrc KNZ
1. Aiokoeboug Aikou, pwroeuaiobnrou e§avbruatoc, 2. Ayyeiinbag
uneptpodikol Alkou, nopdoiuyndoug Alkou, 3. Nedpimbag
Sepuariknc ayyeimibag 4, Muooitibag
2. EAxtbv otopatikol 1y pvikoU Bhevvoydvou 5. Gpopponevia <60.000/mm?
3. Mieupmbag 6. Awohutikiic avaipiag: Hb <7 mg/dl fj ntwon Hb >3
4. MNepikapbindag mg/d|
5. Apbpitbag [] AuEnon 86ong npedvilovng oe 86orn >0,5 mg/Kg/nuépa
6. Mupetot (ASyw ZEA) ] MpooBrikn kukhodwopapibng, alabeonpivng i
L] Adgnon 86ong mpebvilévng, alhd 6y oe 86on >0, ueBotpekarnc Adyw evepydtrrag véoou
mg/Kg/nuépa [] Noonheia Aoyw ZEA
- Hpnuﬁnm ME{&(D fy uBpoguxhwpoKivIG Adyw [] AuEnon oto Physician Global Assessment o TeAik
EVEPYOTITAG VOoOU i >25
[] =1 atEnon oto Physician Global Assessment (PGA)
ano v nponyouuevn extiunorn (aAha 6y oe i > 2,5)
Physician’s Global Assessment None=0 Mide] T Sovete
> Au€non =20.3- (10%) = KAVIKa )l

onpavtikn emoeivwon | ! . .

Petri M et al. N Engl J Med 2005;353



MEPINTQ2ZH A2GENOY2

@ Nuvaika 33 stwv,

@A/a: (-)

® A/E:

1. Komwon

2.  ApOpalyisg( xwpic evepyo apOpitida)

3. AeKdATIKA MUPETIKNA Kivnon

4. OPwrtoeuaiocdnoia

5. E&avOnua xpuoaAAidag /\SAIBEZA;;Z

6. Livedo reticularis disease
E/E:

XapnAoi titAot C3/C4 PGA=2
Auénpévol titAotl avti-dsDNA

Asukomevia (WBC=2800)

“w N2 @




MEPIZTATIKO

Check box: If descriptor is present at the time of visit or in the proceeding 10 days

SLEDAI SCORE

Mleurisy

Pleuritc chest pain with pleural rub or effusion, or pleural thickening,

Pericarditis

Low Complement

Pericardial pain with at least | of the following: rub, effision, ar
lectrocardiogram confirmation

Decrease in CHS0, C3, or C4 below the lower limit of normal for testing
|aboratary.

Increased DNA
binding

»)3% binding by Farr assay or above normal range for testing laboratory.

Fever

>38°C. Exclude infectious cause

Thrombocytopenia

<100,000 platelets/mm3

Leukopeniz

<3,000 White blood cellmm3. Exclude drug causes.

7/

" TOTAL SCORE (Sum of weights next to descriptors marked present)

Wt | Present Descriptor Definition

8 O Seizure Recent onset. Exclude metabolie, infecticus or drug cause

8 o Psychosis Altered ability to function in normal activity due to severe disturbance in
the perception of reality. Include hallucinations, incoherence, marked
loose associations, impowverished thought content, marked illogical
thinking, bizarre, disorganized, or catatonic behavior. Excluded uremia
and drug causes.

8 o Organic Brain Altered mental function with impaired orientation, memory or other

Syndrome intelligent function, with rapid onset fluctuating clinical features. Include
clouding of consciousness with reduced capacity to focus, and inability to
sustain attention to environment, plus at least two of the following:
perceptual  disturbance, incoherent speech, insomnia or daytime
drowsiness, or increased or decreased psychomotor activity. Exclude
metabolic, infectious or drug causes.

8 o Visual Disturbance | Retinal changes of SLE. Include cytoid bodies, retinal hemorrhages,
serious exodate or hemorrhages in the choroids, or optic neuritis. Exclude
hypertension, infection, or drug causes.

8 O Cranial Nerve New onset of sensory or motor neuropathy involving cranizl nerves.

Disorder

8 o Lupus Headache Sewere persistent headache: may be migrainous, but must be non-
responsive to narcotic analgesia.

8 [ CWa MNew onset of cerebrovascular accident{s). Exclude arteriosclerosis

8 O Vasculitis Ulceration, gangrene, tender finper nodules, periungual, infarction,
splinter hemorrhages, or biopsy or angiogram proof of vasculitis

4 O Arthritis More than 2 joints with pain and signs of inflammation (i.e. tendemness,
swelling, or effusion).

4 o Myositis Proximal muscle aching’weakness, associated with elevated creatine
phosphokinase/adolase or electromyogram changes or a biopsy showing
myositis.

4 o Urinary Casts Heme-gramular or red blood cell casts

4 o Hematuria =5 red blood cellshigh power field. Exclude stone, infection or other
cause.

4 o Proteinuria =05 pm/24 hours. New onset or recent increase of more than 0.5 gm24 hours.

4 o Pyuria =5 white blood cells'high power field. Exclude infection.

2 ] New Rash New onset or recurrence of inflammatory type rash.

2 O Alopecia New onset or recurrence of abnormal, patchy or diffuse loss of hair.

2 o Mucosal Ulcers New onset or recurrence of oral or nasal ulcerations




MEPIZTATIKO

® OEPATIEIA:

1. CS

2. HCQ

3.  AZA (mpocOnkn otnv mopeia tng vooou) 1

EMMENOY2ZA ENEPIOTHTA( SLEDAI=7)

l

® 'Evapén-npoobnkn BioAoyikoU mapayovia

® (Belimumab) 1

BEATIQXH,SLEDAI=2
Ymoxwpnon Komwong,
apBpalyiwv,e€avOnuartog,
O0ékata, K.¢ avti-dsDNA

K. Agukad

MAPAMONH XAMHAQN C3/C4




MEPIZTATIKO

ZYMMNEPAZMATIKA:

1.

H xpnon tou SLEDAI «pavépwoe» Tov
BaOuo evepyotntac tng vooou.

H xpnon tou SLEDAI kaboplos tnv emAoyn
NG Bepameutikng odou.

H xpnon tou SLEDAI ntav evag kaAog
d&€iKTNG TapakoAoubnong tTng vOoOU OToV
aoOevn.




2YMINEPAZMAT A

> NAI gival xpnown n xpnon tou SLEDAI otnv
KAWVIKN TTpdEn yilati amodidel Pla avVIIKEIPEVIKN
£1KOVA TNC VOoOU

> NAI gival xpnown kat avaykaia n xpnon tou
SLEDAI miptv tnv £évapén omolacOnNmoTte
OepATTEUTIKNG aywyng Kal Katda tn OlapKela
autng, ylati KaBodnyel Tic BEPATTEVTIKEC PAC
ATTOPACELC

> To PGA gival enion¢ kaAog O0giKTNG mapa tnv
UTTOKELPEVIKOTNTA TOU 0 oXeon e to SLEDAI

> ‘'OMQX dev eival teAelog 0eiktng o SLEDAI yiarti
O€v €ival eudioOntoc otic HETABOAEC TNG

EVEPYOTNTAC TNG VOOOU.







