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A RANDOMIZED, DOUBLE-BLIND, ACTIVE-CONTROLLED STUDY OF AVACOPAN IN ANTI-NEUTROPHIL CYTOPLASMIC eular

ANTIBODY (ANCA)-ASSOCIATED VASCULITIS EUROPEAN
P. A. Merkel et al. ?.'?z%“fif;ﬁ?ﬁm
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Moid n aocedAeia kal atroteAeopaTikOTNTa TOU Avacopan (pos avacToAéag Tou C5aR) o€ aoBeveig ye ANCA-

ayyelndeg (AAVS)?
C5a receptor blockade prevents vasculitis .
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- RCT (1:1), 3" paong
KukAo@wo@apidn (pos/IV) — AZA i Rituximab (IV x4) + Prednisone (n=164) vs.
Avacopan (n=166)
- KUpia KataAnKTIKG onueia: -"Yopeon (26M €B0) / MapaTteivopevn upeon (52" €p5.)
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- RCT (1:1), 3" @aong
KukAo@wo@apidn (pos/IV) — AZA i Rituximab (IV x4) + Prednisone (n=164) vs.
Avacopan (n=166)
- KUpia KataAnKTIKG onueia: -"Yopeon (26M €B0) / MapaTteivopevn upeon (52" €p5.)

Primary Efficacy Endpoints: BVAS=0atWeek26  BVAS =0 at Week 52
(No GC in Prior 4 Weeks) (No GC in Prior 4 Weeks)

. !

~300 patents: 1:1 Randomization

1 Yéar Treatmenl 'Period

Stratification: i
1.Baseline Therapy  Acthe \ :

OrallV CYC of . Drug Placebo Prednisone Taper

RX GroUP- [RTX4 weeks or CYC 12 weeks folowed by AZAal week 15
2.ANCA Type

Anti-MPO or .

Anti-PR3 B. rid\A v Vd

Standard

3.New or Relapsing  of Care ‘ Prednisone Taper: 60 to 0 mg/day*

- GroUP R7X 4 weeks or CYC 12 weeks folowed by AZAatweek 15

*over 20 weeks
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- RCT (1:1), 3" @aong
KukAo@wo@apidn (pos/IV) — AZA i Rituximab (IV x4) + Prednisone (n=164) vs.
Avacopan (n=166)
- KUpia KataAnKTIKG onueia: -"Yopeon (26M €B0) / MapaTteivopevn upeon (52" €p5.)

Primary Efficacy Endpoints: BVAS=0atWeek26  BVAS =0 at Week 52
(No GC in Prior 4 Weeks) (No GC in Prior 4 Weeks) Prednisone Avacopan Total

I ! 50

~300 patents: 1:1 Randomization

Siratifioation o Number of Subjects Randomized 165 166 N
cation:
1. Baseline Th Ag',e ITT Population 164 166 30

. Baseline Therapy 4 '

g;a:w CYC or g;uugp \ Placebo Prednisone Taper CompletedWeek 26,1 %) f 0 1) 2060
i RTX 4 weeks or CYC 12 weeks followed by AZA at week 15 Complete ek 0 L152(92.1%) e 303(915%))
: pe

ﬁ":"’::? * s | [Plac ‘ Early Withdrawal fromStudy,n (%)~ 15(02%)  15(90%)  30(9%)

N :

oy Death, n (% %) 202%) 60

3. New of Relapsing ofCar; ‘ Prednisone Taper: 60 to 0 mg/day* . (0)‘ . 424 LN (L5%)
Disease Group Early Discontinuation of Study 3(02%)  p(23%)  72(208%)

RTX 4 weeks or CYC 12 weeks followed by AZA at week 15
*over 20 weeks

Treatment, n (%)
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Kupia eupiuara

Primary Endpoin
0 ory Endpaints
o | PeO0001 (noninferionty)  P=0.0086 (superiorty
0 m
" 01 67
: I S T R
] 0 Avacopan®
Yoeon (26 <0.0001
00 [y £Bd.) 72.3% 70.1% (Non-inferiority)
El
Mapareivopevn 0 @ 0.0066
0 *4sandard o e Upeon (52" €B6.) 05.7% >4.9% (Superiority)
10 (ATorcx
0

rerission atweek 26  sustained remission at week 52
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Glucocorticoid Toxicity Index Baseline in eGFR in Patients with Renal Disease
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= Yyptrepdcparta — Ti aAAAlel OTNV KAONUEPIVA TTPOAKTIKN?
H mpooBnkn Tou avaoToAéa Tou cuutTAnpwuaTog Avacopan o CYC/AZA N RTX o€ aoBeveic ue AAVS,
Oev ATav KaTwTEPN TNV 26" €B4. Kal UTTEPTEPOUTE TNG TTPEBVICOAOVNG TNV 52" €0.
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A randomised controlled trial comparing
rituximab with azathioprine as maintenance
therapy in relapsing ANCA-associated vasculitis

RITAZAREM

Dr Rona Smith
on behalf of Prof David Jayne and Prof Feter Merlkel
and RITAYZAREM trial investigators

WASCUILITIS
EU ' CLIFNC AL
‘ R ESEARCH
CORSORTIUM

Eudral"T: 20oiz -0l =14 Clinicaltrials.gow: NCToiGg7267

Smith R et al.: EULAR eCongress 2020 (June 3™); Abstract OP0026
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Eival avwtepn n xopriynon Rituximab amd tnv alabelotrpivn cav BepaTtreia ouvtipnong o€ acBeveig ue
uttoTpoTtTidlouceg ANCA oXeTICOMEVES QYYEITIOEG?



A RANDOMIZED, CONTROLLED TRIAL COMPARING RITUXIMAB WITH AZATHIOPRINE AS MAINTNANCE THERAPY eular

IN ANTI-NEUTROPHIL CYTOPLASMIC IN ANCA-ASSOCIATED VASCULITIS EUROPEAN
P. Smith et al. RHEUMATOLOGY

Sl = Baoiké pwrnua

Eival avwtepn n xopriynon Rituximab amd tnv alabelotrpivn cav BepaTtreia ouvtipnong o€ acBeveig ue
uttoTpoTtTidlouceg ANCA oXeTICOMEVES QYYEITIOEG?

MAINRITSAN STUDY

Azath

B
¥
5
=
%‘
-

100 —

7o Azathioprine

of Major Relapse )
H
|

o E a & ES 10 12 14 16 18 20 22 24 26 28
Months since Randomization

S6 56 56 56 54 52 39
sa sa ss sn 53 53 sn sn 48 48 48 a7 a4 a1 33

ab
500. “ rusion b + + +
(e 3 e T
wo——e —
a0 (R ———— _ Rituximab
EE a0 e -
=2 o : -
ES .
SEE e ey .
EF .o Azathioprine
=
s = o]
EF
= = 20
10
. . , — : ; y : . v .
3 3 & & 1o 12 14 1e 1= Zo 2 da s 2=
Months since Randomization
No. at Risk
Rituxirmab 57 57 57 57 54 54 53 53 52 51 51 51 50 47 36
Arsthioprine s2 S2 52 31 35 53 32 33 3% 323 35 3: 38 3% 38

Guillevin et al. N Engl J Med 2014
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Eival avwtepn n xopriynon Rituximab amd tnv alabelotrpivn cav BepaTtreia ouvtipnong o€ acBeveig ue
uttoTpoTtTidlouceg ANCA oXeTICOMEVES QYYEITIOEG?

MAINRITSAN STUDY

s
Rituximalts
500.mg infusiaon 1 1 1
Azathioprine
(me/ke/day) z 1.5 1
100 —

§.§ pe B N 117 160
;:;%; mo |
%";D_ o] Population 93 new onset/24 relapse All relapsing patients
"eTE A& 3 b ak da de 0s do 2 7i e 2 Induction therapy CYCiv RTX
e mm mnmmmmmm T2 RIX 500mg x2, and then 500mg/6 months  1000mg/4 months
g i Tasion <+ 4 +
R : o i Control AZA 2mg/kg for 12 months AZA 2mg/kg for 24 months
SO_T‘?L—‘T— Rituximab
g N . E— AZA 1,5mg/kgfor 6 months
£ P AZA 1 mg/kg for 6 months
}; ao-|
£ . .
10| Steroids 5mg/dayin month 8 Taper by month 20
Rt sz oz o337 sa s o3 o3 o33 omomomose w2 oz | Endpoint Number of relapses until M28 Time tofirst relapse until M48

Guillevin et al. N Engl J Med 2014
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- Tuxaiotroifjuevn (1:1), TTOAUKeVTPIKA PEAETN o€ aoBevhg pe utrotpotTialouceg ANCA ayyeliTideg uetd atmod
emTUXn Bepatreia eTaywyng pe RITUXIMAB

O¢partreia ouvtpnong: RITUXIMAB 1000mg/4 months (n=85)
AZA 2,5mg/kg/day yia 24 uiveg (n=85)
KaTtaAnkTikd onueio: eu@Aavion UTTOTPOTIAG

Methods

¢ multicentre, randomised, open-label ; relapsing MPA and GPA; N = 160
* randomisation after successfull relapse treatment with RTX

e primary endpoint: time to relapse

s E— 1 8 U8
8 12 16 20 24 48

Month —— —I | | | | | |

ArmB | AZA2mg/kg/d
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Kupia eupiuara

— Azathioprine — Rituximab

Relapse-Free Survival Probability

6o 2 4 6 & 0 12 W
Time from randomisation (months)

Numbers at risk

J relapse risk with Rituximab: hazard HR 0.36
(95% C10.23-0.57, p < 0.001)
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Kupia geupfgara %
)
— Azathioprine — Rituximab %
} Relapse risk not influenced by
A e 2
- m_%ﬁ— —_— i - ANCA-Type
8 e ,
a - 0 - Severity of relapse
g 5 - GC induction at randomisation
§
§ 0
g RIX AlA
g A Major Relapse ~ mMinor Relapse

0 2 4 [ 8 10 12 1" 18

Placebo

r ‘ Patients with =21 AE (%) 2
Numbers at risk |gG < 5 g/dL (%) 29 25
* | relapse risk with Rituximab: hazard HR 0.36 Infections 49 48

(95% C1 0.23-0.57, p < 0.001)
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= Yyptrepdcparta — Ti aAAAlel OTNV KAONUEPIVA TTPOAKTIKN?
To Rituximab cival avwtepo NG AZA yia Tn diIoTApNoN TnNG Upeong o€ aoBeveig pe uttotpotmiddouca ANCA
AYYEITIOO OTOUG OTTOIOUG £XEI ETTITEUXOEI ETTAPKAG EAeyX0G TNG vOoou ue BepaTreia eTTaywynig Rituximab

v >¢ utrorpotmdadouceg ANCA ayyeiimideg — Bepartreia emmaywyng ugeong pe Rituximab

v O¢partreia ouvTrpnong — Rituximab (doocoAoyiké oxua??)
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Ll . Baoikd EpWTNMA

Av n xopriynon Tocilizumab odnyei o peiwon TNG GAEYHOVAG TOU AYYEIQKOU TOIXWHATOG O ACOEVEIG PE
ayyelmnda yeyadAwyv ayyeiwv otnv atreikovion pe PET scan

= 2xedIOONOG

Avadpopikr) JeAETN TTapaTApnonG 25 aoBevwy PeTa TN xopriynon Tocilizumab trou uttoBARBnkav oe PET scan
TTPIV KAl JETA TN XopAynon Tocilizumab (pecodidoTnua 6 pnvwv)

Age(lOR) T0.5(63.7-75.9)
Ssex (female) 19 7626
Disease duration 1.5 vears

TAB (positive) 104096 )
LWV-GCA 9 (26%6)

(ANGIOGRAPHIC)

s 15(56%46)

PRED{mz/day) 6{0-23. 8)
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PET Activity in Response to Tocllizumab

l p<00f Wicowon signed rank test
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PET Activity in Response to Tocllizumab
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= Yyptrepdoparta — Ti aAAAlel OTNV KAONUEPIVA TTPOAKTIKN?

» H O¢partreia pe tocilizumab odnyei o€ peiwon TNG QAEYPOVAC TOU AYYEIAKOU TOIXWHATOC O€
a00¢eveic PE evepyO ayyelmida PEYAAWV ayyeiwv TIOU E€ival TTOPAUEVEI O€ a0Oegveig PE
MEYaAUTEPN DIAPKEIQ BepaTTEiag

»  Emaveppdvion TnG @Aeypovhg (rebound) TTou ouvodeletal atmmd  KAIVIKA  €TTIOEivwOonN
TTapaTnEROnKe o€ pia utTtooudda aoBevwy

»  MeA€Tn TTapaTtipnonG — avaykn OeO0UEVWY ATTO MEYAAEG MEAETEG, 10avVIKA RCT
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Baoiké epwtnua

[Mepiodo péxpl TNV TTPWTN UTTOTPOTT 0 aoBeveic ye GCA katd tn dIApPKEIa TNG
ETTEKTAONG YIa 3 XpOvIa TNG TTapaKoAoUuBnong Twv acBeVWV TTOU CUMMETEIXOV OTN
GIACTA TRIAL o€ aoBeveic e mTpwtoeu@aviCOuevn Kal UTToTpoTTIdlouca vOoOo
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CELL ARTERITIS TREATED WITH TOCILIZUMAB OR PLACEBO PLUS PREDNISONE TAPERING: 3-YEAR RESULTS

FROM A RANDOMIZED CONTROLLED PHASE 3 TRIAL

Stone et al
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»  Baoiké epwtnpa
Mepiodo péExPI TNV TTPWTN UTTOTPOTIH o€ acBeveig e GCA katd Tn dIGPKEIA TNG ETTEKTAONG YIA
3 xpovia TnG TTapakoAouBnong Twv acBevwv Tou ocuppeteixav otn GIACTA TRIAL og
QO0BEVEIG JE TTPWTOEUPAVICOUEVN KOl UTTOTPOTTIAOUCO VOOO

Patients Without GCA Flare, %

100

80

601

40

201

New Onset

nlie
bl S SR, W

= -,

b -
S

T -

PBO+Pred-26 (n = 23
== == PBO+Pred.52 (n = 23,
- - TCZ OW'PredJSén - 4715
w = TCZ Q2W+Pred-26 (n = 26)
4+ Censored

1 1 I I | 1 I 1 1 1 1 I

1 1
0 4 8 12 16 20 24 28 32 36 40 44 48 52
Time, weeks

Patients Without GCA Flare, %

100+

801

401

201

eul

EUROPE.
E-CONG

ar

AN
RESS OF

RHEUMATOLOGY
2020 | From 3 JUNE

Relapsing

2 L
Pl B, e 4
-
[
la=w=

PBO+Pred.26 (n = 27
= = PBO+Pred-52 (n = 28
we we TCZ QW+Pred-26 (n = 53&
we we TCZ Q2W+Pred-26 (n = 23)
+ Censored

T
0

T T T T T T T T T T T T T

4 8 12 16 20 24 28 32 36 40 44 48 52
Time, weeks

Stone et al NEJM 2017
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Part 1 Part 2
52 Weeks Double-Blind™1.2 104 Weeks Long-Term Follow-Up
Baseline Week 52 Week 156

SC placebo + 26-week GC taper (n = 50)

Blinded injections stopped at week 52

SC placebo + 52-week GC taper (n = 51) Original blinding maintained

SC TCZ 162 mg QW + 26-week GC taper (n = 100) = =
Treatment at investigator’s discretion

SC TCZ 162 mg Q2W + 26-week GC taper (n = S0)



TIME TO FLARE AND GLUCOCORTICOID EXPOSURE IN PATIENTS WITH NEW-ONSET VERSUS RELAPSING GIANT
CELL ARTERITIS TREATED WITH TOCILIZUMAB OR PLACEBO PLUS PREDNISONE TAPERING: 3-YEAR RESULTS

FROM A RANDOMIZED CONTROLLED PHASE 3 TRIAL
Stone et al

2 XeSI00NOG

OP0027

Part 1
52 Weeks Double-Blind™1.2

Baseline

Part 2
104 Weeks Long-Term Follow-Up

eular

EUROPEAN
E-CONGRESS OF
RHEUMATOLOGY
2020 | From 3 JUNE

Week 156

SC placebo + 26-week GC taper (n = S0O) : :
1 |
] Blinded injections stopped at week 52 ]
SC placebo + S2-weelc GC taper (n = 51) ] Original blinding maintained ]
1 |
1 |
N :
[} Treatment at investigator’s discretion ]
1 |
1 |
1 [ ]
1 |
1 ]
| KO p | q £U p f] “ GTG Figure 2. Cumulative Prednisone Dose Over 3 Years: TCZ QW Versus PBO groups
Lt 8000
¢ Placebo New Onset (N = 46) oo XX
(e SR Y Y Placebo relapsing (N = 55) o X
E ---- TCZ QW new onset (N = 47) X‘X
q o 6000 TCZ QW relapsing (N = 53) 'X_,x.--x"'*
v g4 E xo K XK
v 8 sy
i 3 R
§ =} X
8 § o0 x
35 X
E § "\(.-«X
6 X O T
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) X e
4 O O a1
" Pooked PBO a0 s e S R
™ T T T ™ T T T
| onu e ] %
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- Ftn " %
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p values based on Van Elteren’s test for TCZ QW vs PBO. Analysis was stratified by starting prednisone dose (<30 mg/day; >30 mg/day)
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sKUpla eupuaTa

Time to flair after remission
new onset relapsing disease

A Fiars,

Fatmrve Whatumon OO A Flaas

PamanTs W §

T T s

Zuptrepdaocparta — Ti aAAAGdel 0TV KOBNMEPIVE TTPOKTIKE?

O1 aoBeveig TTou gixav AGBel Tocilizumab oTnv TPWTN @AON TNG PEAETNG TTAPOUCIOCAV AIlYOTEPEG UTTOTPOTTEG OE OXEON HE AQUTOUG
TToU €AaBav KOPTIKOEION Kal EAaBav OUVOAIKA PIKPATEPN TTOOOTNTA KOPTICOVNG - H éykaipn xopriynon Tocilizumab mlavov va
0dnyei o€ KAAUTEPO EAEYXO TNG VOOOU PaKpoTTpdBeoua

H eBdopadiaia xopriynon Tocilizumab £xel kaAUTEpa atroTeAéopaTa o€ aoBevEiG TOOO PE TTPWTOEPPAVICOPEVN Kal OCO KAl PE
UTTOTPOTTIA{OUCO VOOO O€ OXEON WE TN XOpAynon KAbe 2 fdoudadeg
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uisad = Baoiké pwrnua

AtroteAéopata atrd TNV avolkTh TTepiodo (open label) emméktaong tng RCT peAéTng xoprynong riociguat o€
aoBeveig pe didxuto okAnpoddeppa (RISE-SSc).
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uisad = Baoiké pwrnua

AtroteAéopata armd Tnv avolkti Tepiodo (open label) emréktaong (12 priveg) Tng RCT peAETNG Xoprynong
riociguat o€ aoBeveig pe diaxuto okAnpodepua (RISE-SSc).

Systemic sclerosis

@ CLINICAL SCIEMNCE

Riociguat in patients with early diffuse cutaneous
OFEN ACCESS systemic sclerosis (RISE-SSc): randomised, double-
blind, placebo-controlled multicentre trial

Khanna D, et al. Ann Rheum Dis 2020;79:618-625.
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uisad = Baoiké pwrnua

AtroteAéopata atrd Tnv avoikTr) Trepiodo (open label) eméktaong (12 prveg) Tng RCT peAéTng xopriynong
riociguat o€ aoBeveig pe diaxuto okAnpodepua (RISE-SSc).

* Objective: Present the open-label LTE of RISE-SSc results after 1 year
= Study design: Based on data from the EUSTAR cohort!

= RISE-SSc inclusion criteria®:
- Diagnosis of SSc¢ by ACR/EULAR
Up tol year cntena
- Diffuse cutaneous involvement
—  Disease duration 18 months
e ; Open-label - mRSS 210 and £22 units
Blinded dose titration Ma q.:«r.a.r.r.a Blinded dose titration 10 weeks extension : ) )
10 weeks 42 woks Ceriod * LTE entry criterion:
. e il . - Completion of 52 weeks of double
o oo s naan RGN dossiomiiand s dos =S| blind therapy in RISE-SS¢
i up 1o 2.5 mg tid sdjustment tid in first 10 weeks) ¥
Placebo (sham dose adjustment tid in m m = 42/60 patients in the riociguat
ETe—
—_— e arm entered the LTE
L pe——————— B : o ABIET Catlents ke alaats
RISE-S5¢, n=121 62-week blinded phase rr{1 en‘: 3 'tha LTE P
' a ere e
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Kupia eupiuara

" Ag TTapartnpridnke katroia dia@opd oTn Peiwon Tou MRSS PHETAEU TWV OUO OPAdWV

. O1 aoBeveig Tou éAaBav placebo kal £TTaoxav Ao TIVEUHOVIKN ivwon eUQAvIoav PEYOAUTEPN EKTTTWON TNG
FVC o€ oxéon pe autoug 1tou €Aafav riicoguat, TGon TTou avaoTPAPnKe OTNV TTEPIODO ETTEKTAONG TNG MEAETNG

=#=FRliociguat-ricciguat (n=42)
1

Mean change from basaline in mRSS (35D)
i

=#=Placebo-riociguat (n=45)

Study visit [weeks)

I L] wo o 1l 124

160

17 184

Ja LTE®
Husssbir of suliects at & lime point
Ric-rio 42 42 42
Phoerio 45 L] 4% a% 4% a3 41 L] E=] 34 an

n

0 14

Mean change from baseline
in FVC% predicted (%)

So

|

n=ll =1l n=55 =51

-16 B Placebo (n=51)

Patients with ILD All patients

B Rloclguat (n=55)

Mean change from Week 52
in FVC2% predicted (%)

2020 | From 3 JUNE

LTE: Week 52 to Week 100

nzll nsll na3] na34

B Riociguat-riociguat (n=42)

u Placebo-rlociguat (n=45)

Patients with ILD

Patients without ILD

ZU[HT&de'lJGTG: n xopriynon riociguat d¢ @aivetal va meplopilel onUAvTIKA TNV €EEAIEN TNG OEPPATIKAG TTPOCROANG,
EVTOUTOIG Ta eupnuaTta emRPAaduvong TnG MOLIVWONG TNG TIVEUROVIKAG iviwong Xprdouv TrepeTaipw diepelvnong
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AntiIL13
.+ Fvposiont

"Baoko epwTtnua
Aodalela kal amoteAsopatikotnta tou Romilkumab
(IL-4/1L-13 inhibitor) oto 8taxuto okAnpodepua

a > AntiL4 " & Q‘ ; ‘4'
b Fv position 2 p 2" * ; S »
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*AvaotoAn STAT kwvaowv (povokuttapa) S NG =6 o N
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AntiIL13
.o Fvpositiont ,

"Baoko epwTtnua g
Aodalela kal amoteAsopatikotnta tou Romilkumab

(IL-4/1L-13 inhibitor) oto 8taxuto okAnpodepua

Anti-IL4

G4s(2) linker

oAvao-To}\r'] STAT Kvaowv (uOVOKl')'E'EOLpOL) (0000500008) ] ke 142 3R I1-13Ra2

* AvactoAry TARC (thymous- and activation regulated e "1“’ >

cytokine) § TARC

PBO RKB Al

SRS (r=49) (re4) (v=e)

lz Ealao 6 Age, years, mean (SD) 472 (121) 523(108) 49.7(1.7)

x IJ. ,c , , Sex, n (%)
sTuxatomolipevn (1:1), moAukevipiki SUTAN Fomle B ) 7094
’ ’ 1 ! Race, n (%)
TUPAN ’ HEAETN o€ aoBevig pe  duaxuto — _— - -
GKAT] p068pp.a Other 4(82) 3(63) 7(72)
. _ Ethnicity, n (%)

Romilkumab (n _49) Hispanic or Latino 12(243) 10(208) 2@

Placebo (n:48) Not Hispanic of Latino 37(755) (72) 75(773)
BMI (kgim?), mean (SD) 29(33) 23044 246 (49)
MRS, mean (SD) 206(70) 205(6.4) 206 (65)
Predicted FVC %, mean (SD) 895 (158) 9%.1(174) 928 (16.9)
Predicted HGB corrected DLCO %, mean (SD) 66.5(146) 724(142) 694 (147)
Disease duration from first non-RP manifestation, months, mean (SD) 218(10.7) 193(92) 206(10.0)
History of S5¢4LD, n (%) 18(367) 18(375) %(37.1)

Number of patients with immunosuppressive background therapy, n (%) 29(39) 23(52) 54 (95.7)



EFFICACY AND SAFETY OF ROMILKUMAB IN DIFFUSE CUTANEOUS SYSTEMIC SCLEROSIS: RANDOMIZED
DOUBLE-BLIND PLACEBO CONTROLLED PROOF OF CONCEPT OF TRIAL 24 WEEK PROOF OF CONCEPT
Allanore Y et al.

OP0250

*Kupio

eular

EUROPEAN

E-CONGRESS OF

RHEUMATOLOGY
2020 | FRom 3 JUNE

eupnua: ZTaTIOTIKA onPavTIKA BeATiwon mMRSS oTtnv 6pada Tou Romilkumab 1Biaitepa oToug aoBevEig

TToU 0N AduBavav avoooKOTAOTAATIKI BepaTTeia.

Mean Change From Baseline to W 24 in mRSS

Mean Change From Baseline in mRSS to W 24 in Patients With
and Without Background Therapy

— PBO — RKB 200 mg qw

1.8
1.0 1 LS mean (SE) difference With Background Therapy | Without Background Therapy
Ee 021 RKB vs PBO; =2.31 (1.21) N=54 N=43
ES 06 90% Cl: —4.32, -0.31
] $ 144 I\ - One-sided p-value: 0.0291
§5 221 ~ - Difference
Gg 304 -~ Vs R0
= =184 —
H — [90% C1]
Q@ 54
-6.2 1 -2.38 -2.69
704, | | . | MRSS =343 =581 15,03 -095  -3.64 1572
0 4 8 12 (1.08)  (1.17) 0 é7]‘ (134)  (1.24) 0 55]’

Timepoint (weeks)

2U pnspdo MOTO: n xopriynon Tou avacToAéa Tng IL4/1L-13 pTropei va atroteAéoel BepATTEUTIKA £TMAOYH OTOUg
a0Beveic pe diadxuto okANPOdepua epoOoov Ta atroTeAEouaTta eTTIBERaIWOOUV e RCT PeEAETEG



EFFECTS OF NNTEDANIE N PATIENTS WITH SYSTENIC SCLEROSIS-ASSQCIATED LD (SSCLD) ANDDIFFERING  peemmm o rem i I ATENTS WTH S TENC SCLEROSSASSOCITED ) 5500 AV NORMAL

EXTENTS OF SKIN FIBROSIS: FURTHER ANALYSES OF THE SENSCIS TRIAL
VERSUS ELEVATED C-REACTIVE PROTEIN (CR) AT BASELINE: ANALYSES FROM THE SENSCIS TRIAL
Y Alanoret, V. Steer, M, Kivane’, C. Denton’ M, Matucci-Ceriic® € Volkmanrt . Khanna', 0. Wachtin’ I, Gatlemann”, M. Quaresma® M, 4
THUO330 g e e e e 1 Rk, e L kS’ W e L i o Svse, . e’ I A D
http://dx.doi.org/10.1136/annrheumdis-2020-eular.2854 http://dx.doi.org/10.1136/annrheumdis-2020-eular.3711

mRSS <18 mRSS 218
Nomal CR (54,99 mglL) Elevated CRP (24,99 mglL
Nintedan Placebo Ninedanib Placebo Nintedanib Placebo Nintedanib Placebo
(n=218) (n#226) (n#69) (n#60) {n=101) (n=187) {n=78) {r=74)
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of decline in FWC mliyeary
L=

4%

Adjusted annual rate (SE)

of decine n FVC (mil/year)
_—

Agpested ammmeal rate (SE)

AN7 150
. Differance 25.4 mLiyear Difference 42,8 mLiyear
% Diference 26.4 mUiyear Difference 88.7 mLiyex (85%C1-222, 730) (85% C1-34.2,120.1)
(95% C1 16,8, 69.6) (95% CI 7.7, 169.8) Relative difference 30.6% Relativa difference 40.2%
Rolatvo roduction 32.4% Relative reduction 67.4%
Traatmantibystimbyssubgroup interaction p0. 70,
Treatment:by-ime-by-subgtoup Intaraction pe0.18

sTuptrepdopara — Ti aAAadel otnv kadnuepivi) TpakTikn? KaAutepn emAoy acBevwy yia Tn xoprynon nintedanib
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2kAnpodeppa/AyyeliTideg/MuoaiTideg: MnvUpaTa yia TO OTTITI  Eae.o.

= AyyeiiTIOEg

- H xopriynon Rituximab ocav Bepatreia cuvthpnong, METG Tnv eTTaywyr UQeong Pe To idlo
QAPPAKo, €ival avwTePn aTTd TNV adabeloTTpivn OTN MEIWON TNG OUXVOTNTAG TWV UTTOTPOTTWV
o€ aoBeveic pe uttotpotmddouces ANCA ayyeliTIdeg

- H éykaipn xopriynon Tocilizumab o€ acBeveic pe yIyavTOKUTTOPIKA apTnEiTIdO UTTOPED va
Bonbnoel oTn PEiWOoN TWV UTTOTPOTIWY O€ OXECN UE TN HOVOBEPATTEIQ UE KOPTIKOEION

-H mpooBnkn otnv kabiepwpuévn BepaTreia evog pos avaoToAéa cuuTTAnpwpaTog (Avacopan)
mOavwe uTTEPTEPEI TNG TTPEDVICOVNG OTN dlATAPENON TNG UPEONG o€ aoBeveic Pe AAVS

=  XKAnpOOSEpUa
- To riociguat dev utrepéxel Tou placebo og 611 agopd TN peiwon Tou MRSS oe aoBeveic pe
d1AaxuTn oKAnpodepuia
- H avaoToAr} TTaBoyEVETIKWY JOVOTTATIWY TNG ivwong OTTwg o agovag IL4/IL12 4 avaoToAr TNG

TUPOOIVIKNG KIVAONG ATTOTEAOUV ETTINOYEG TTOU WTTOPOUV VA TTPOCQPEPOUV ATTOTEAECHUATIKEG
BePATTEUTIKEG ETTINOYEG OTO JEAAOV



