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OP0142

Efficacy and Safety of telitacicept, a novel BLyS/APRIL dual inhibitor, in patients with
primary Sjogren’s syndrome: a phase 2, randomized, placebo-controlled 24-week study

Placebo-controlled drug trials in Sjogren’s

Did not met primary clinical
efficacy outcome SISORE
Petesicati
Rituximab
(TRACTISS)*

Rituximab (TEARS)*

Hydroxychloroquine
Infliximab .

Abatacept*
Tocilizumab*
Prezalumab
Filgotinib Single
Lanraplenib =
Tibrabrutinib

- RSLV-1321
anercept Anakinra Baminercept Seletalisib
= wRm wmm wwe wew

Iscalimab

Met primary outcome

*phase lll trials

tsignificant improvement in fatigue = phase Il

Von Vollenhoven et al
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Hydroxychloroquine
[eflunomide

lanalumab

Darodalibep
Remibrutinib
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Efficacy and Safety of telitacicept, a novel BELyS/APRIL dual inhibitor, in patients with
primary Sjogren’s syndrome: a phase 2, randomized, placebo-controlled 24-week study

Baseline Demographics and Disease Characteristics

4
Prim ary [\ldp()l!it‘ Femala, n{%) 13 (92.9%) 13 (92.9%) 14 (100.0%)
L ( ) (sD 4871135 474(124) 52.1(118)
se from baseline in the ESSDAI score at Week 24 SNBSS Stk PO ' \

BMI (ig/m7), mean (SD) 23.2(24) 219(23) 229(2.6)

Screening Double-blind treatment Duease duration (month), mean (SD) 31.8(511) 39.1 (68.2) 121 (48.8)
SION CRITERIA ‘ ESSDAL, msan (SD) 99(7.0) 73 (26) 89(47)
I PLANNED ESSPRI, maan (SD) 52 (18) 48(2.2) 5.1(23)

® & week SC, total 24 doses ENROLLMENT
30 subjects MF-20, maan (SD) 50.7 (16.1) 589 (10.1) $9.6 (16.6)
— it s dmnishbitnnc —l- — Unstimglated salvary flow rate (g/min), mean (SD) 0.03 (0.05) 0.09 (0.10) 0.08 (0.10)
Placebo € a week al244d ACTUAL

s i = »  ENROLLMENT Schirmar tast (let eys, mm), maan (SD) 41(34) 42(22) 15(40)

30 subjects Schirmaet st (right eye, mm), mean (3D) 3.4 (2.5) 4.1(29) 46(45)

— — y I x E x r § g6 (g/L) mean (SD) 16.3 (4.6) 196(6.1) 159 (4 4)

: ; % e : gA (g/L). mean (SO 15(16 3.0(1.2) 3.5 (1.5)

igM (g/1). maan (SD) 1.3(0.7) 12(04) 1.0(0.4)
19" 8 call [/ul) mann (SD) 193.7 (1125 1578 (83.2) 189.0 (106.5)

Bassline meduation use, n{X) Hyd orpchloroquine sulfate 7 (S0.0%) 8(571%) 7 (50.0%)

’ - b [} ] AR ¥ Rey
'
T A R PO e 4 S e

Von Vollenhoven et al
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B Placebo B160mg mW240mg

* P0.05S va placebo

34" as8°
Week 12 Week 24
ESSDAI change from baseline at Week 12 and 24
(FAS, LS mean)

Von Vollenhoven et al

Change in ESSDAI at week 12 and 24

(g/rmin) ® Placebo B 160 mg » 240 mg
+0.051

0.007

Week 12 Week 24

Change from baseline In the unstimulated whole saliva
flow (g/min) at Week 12 and 24 (FAS, mean)

#EULAReview23

(men) M Placebo M 160 mg = 240 mg

6 r +5.20 * PO 05 vs. placebo

5 }

4 s

¥ ik

2 -

1 F «04 % w30 ‘060

0 1 Y s
Left eye Right eye

Change from baseline in the length of the wet strip
(Schirmer’s test, mm) at Week 24 (FAS, mean)
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POS0165

Determination of distinct phenotypes of primary Sjogren’s disease using cluster analysis based on
clinical and biological manifestations: data from 458 patients from the Paris Saclay Sjogren’s

Syndrome Cohort

Characteristic

Age at SjS diagnosis*
Gender = Male
Ethnicity*
African
Asian
Caucasian
Patient-reported outcomes
Pain VAS *
Fatigue VAS*
Overall dryness VAS
ESSPRI score
Systemic manifestations
Constitutional *
Lymphadenopathy*
History of lymphoma

Nguyen et al.

(Weview

Overall,
N = 534!

54 (43, 64)
32 (6.0%)

33 (6.2%)
34 (6.4%)
467 (87%)

51 (20, 77)

62 (40, 80)

61 (40, 77)
5.7(4.1,7.1)

6 (1.1%)
29 (5.4%)

28(5.2%)

#EULAReview23

CLUSTER 1 CLUSTER 2
B-cell Systemic features High symptom

biologically Higher % of men burden without
active with low African ancestry systemic
symptom burden High dryness VAS
Younger patients High ESSDAI

Low ESSPRI (cutaneous,

Low ESSDAI pulmonary, PNS,
Biological ESSDAI hematological)

domain Monocloncal
High 1gG levels component
L4/ (/RF Anti RNP
~ Anti-centrom
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POS 1144 POS 1142

Effectiveness of belimumab in systemic lupus Spanish National Regsitry Of Belimumab
erythematosus patients of a multicentre Spanish cohort. In Patients With SLE.
Altabas | et al Aldasoro V et al
A longitudinal retrospective multicenter conort «  Atotal of 462 patients (36 hospitals) were included, 50.9% were
including SE patients treated wilh belimumab from 18 on intravenous (IV), 34% on subcutaneous (SC) and 15.1%
Spanish rheumatology departments switched from IV to SC route.
« 324 patients (91% females with a mean ($SD) age of 42.4 vears Significant decrease in prednisone dose, SLEDAI and DNA
* Mean follow-up was 3,8 (+2.7) years and mean time with BLM was 2.7 was observed from

(+2.4) years. baseline until the last visit

Figure 1. Rates of therapeutic targets ke % na "" evolution of MGPRED

~ Global effect of time (<0.001) ,,

64,7%

E 24% T
B 6m 12m RRRLUSSEdei

— em@u=lLDAS —@— DORI
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OP0051
Lupus Low Disease Activity State Attainment in the Phase 3 Placebo-controlled TULIP Long-
term Extension Trial of Anifrolumab. Moreland E.

Objectives:
*  We investigated the long-term impact of anifrolumab compared with placebo on LLDAS attainment over the 1 year
TULIP-1/TULIP-2 and 3 year long-term extension (LTE) study periods

Results:

« Data from 369 patients (anifrolumab 300 mg, n=257; placebo, n=112) were evaluable for the 4-year TULIP+LTE study
period.

» At the last TULIP visit (Week 52), 39.3% of the anifrolumab group and 27.9% of the placebo group were in LLDAS
(odds ratio [OR] 1.6, 95% CI 1.0-2.7, P=0.049).

Figure. Lupus Low Disease Activity State (LLDAS) response rate and percentage of patients with no IP discontinuation
by randomized treatment in patients with SLE in the TULIP long-term extension study

Compared with placebo, patients treated with anifrolumab were % <+ Anirolumab 300 mg (25T) -+~ Plcebo(n=112)
more likely to be in sustained LLDAS for 23 consecutive visits o]

(49.4% vs 35.1%; OR 1.8, 95% CI 1.1-2.8, P=0.018), =5 . . _

consecutive visits (32.6% vs 20.1%; OR 1.8) 0] \‘*\/e ; 3

rate (%) and

30 I ) i * 1 b -
5] | ' [ t . : \\‘
20 | | B 1
15 . . . T

10 . ]

5
0

52 64 76 88 104 128 156 180 208
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POS0116
: : : PROTEINURIA
Efflcacy and Safety Of VOCIosporI N across Patlent Su bgrou ps = At one year, the change from baseline in least squares (LS) mean (standard error [SE])

with Proteinuria 22 mg/mg : An Integrated Analysis of the g oo gy CPared -84 (02 mglmg n the
AURA-LV and AURORA 1 Studies. Stone A et al.

STUDY DESIGN: AURA-LV & AURORA 1

+ AURA-LV and AURORA 1 were one-year, global, double-blind, randomized clinical trials
with similar designs and endpoints that evaluated the efficacy and safety of voclosporin
23.7 mg twice daily (BID) compared to placebo when used in combination with MMF and
low-dose oral glucocorticoids in a diverse population of patients with active LN®°

3 —e— Voclosporin

—=— Control

LS Mean (95% Cl) UPCR (mg/mg)

Phase 2 AURA-LV (n=265) Phase 3 AURORA 1 (n=357)
>
°
3
Voclosporin 23.7 mg BID Voclosporin 23.7 mg BID n !
S o
- MMF 2 g + low-dose oral glucocorticoids % MMF 2 g + low-dose oral glucocorticoids g 0—3 " 5 12 15 20 24 36 52
o = =}
= £ £ WMinabe A ~bind
8 Voclosporin 39.5 mg BID s £
- = : 8
© MMF 2 g + low-dose oral glucocorticoids 14 5 eGFR
MMF 2 g + low-dose oral glucocorticoids Qo . X .
& g g >6- After an expected, small decrease in eGFR in the voclosporin arm due to the
2 hemodynamic effect of CNIs, LS Mean corrected eGFR was stable over one year of
MMF 2 g + low-dose oral glucocorticoids treatment in both arms

100
COMPLETE RENAL RESPONSE RATES BY BIOPSY CLASS

« Across biopsy classes, the highest rates of CRR were observed in voclosporin-treated
patients with Class Ill and Class IV disease

90
L I " A S ————
70

— p=00126 — — p=0.0019 — — Pp=0.0306 — — Pp=08105 —
50.0%

60
50

44.0%

40

37.7%

30

31.3%

20

28.6%

—e— Voclosporin
10 —=— Control

23.8%

LS Mean (95% Cl) eGFR (mL/min/1.73m?)

17.0%

16.1%

Class Il Class IV Mixed Class V and Class V

0

0 4 8 12 16 20 24 36 52

Weeks on study

Voclosporin (n) 217 214 200 199 196 186 179 168 144
Control (n) 215 211 206 199 190 184 177 159 157

I Control M Voclosporin
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Objectives:
» To investigate circulating biomarkers in CTD-ILD and in progressive CTD-

ILD patients.
Methods:
Gerum samples:\ (Biomarkers: A
Investigation of serum marker e (n=_292’ ELISA o
levels in connective tissue g?; ((:j}?;) ¢ 2237
diseases developing ILD. MCTD (n=162) _ccus .

* ILD = diagnosed on HRCT.
* FVC -> available at baseline and 1213 months.
* ILD progression > absolute FVC% predicted decline of 210% over 12

months.
Descriptive statistics and logistic regression with odds ratio (OR) and

95%C| were performed.
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Didriksen H et al.

Logistic regression analysis of the patient with ILD progression
that CCL18 (OR: 1.19, 95%Cl, p=0.001) was the only
significantly associated with ILD progression, also when adjt
CTD with SSc as reference disease (OR: 1.06, 95%CI:

p<0.001) (Figure 2).
a) b)
g CCL18- B
CCL18+ - ASS~ rot ¢
i PSS+ o BT
CCL17+ s
CCL17+ ————— ASS - o i
é PSS~ —e
CCL2+ —— ASS - ot
; CX3CL1 - .
CX3CL1+ e ASS = o=t
: psS{ .
T T T 1 T
00 08 10 18 20 -1 0 1

Odds ratio (85%Cl) Odds ratio (95%CI)
re 2: Association of circulating markers with ILD progression us f __..-1 3

- L=
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