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Table. Multivariate regression analysis. Factors associated with HA to anti-rheumatic
treatment according to I-CQRS5.

OR (95% C.l.) p
Male gender 2.05 (0.9-4.66) 0.086
Employment 2.89 (1.3-6.44) 0.009
Patient-VAS (per 10-unite 0.95 (0.83- 0.453
increase) 1.09)
Model constant 0.035

OR odds ratio, C.l. confidence interval, VAS visual analogic scale.
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Background: Filgotinib (FIL), an oral selective Janus kinase 1 (JAK1)
inhibitor, significantly improved the signs and symptoms of rheumatoid
arthritis (RA) with a favorable safety profile in a global phase 3 study in
bDMARD-IR patients with active RA (FINCH2).!

Objectives: To assess the safety and efficacy of FIL in the FINCH2
study by the number and type of prior bDMARDs.
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Methods: FINCH2 enrolled 449 bDMARD-IR patients with moderate-to-
severe active RA. Patients were randomized 1:1:1 to FIL 200 mg, FIL
100 mg or placebo (PBO) on a background of csDMARDs for 24 weeks.
In this prespecified subgroup analysis, efficacy and safety were analyzed
according to the number (<3 vs >3) of previous bDMARDs used.
Results: 448 patients received >1 dose of study drugs. Of these, 343
were previously exposed to <3 bDMARDs, while 105 were previously
exposed to >3 bDMARDs. Table 1 shows demographics and baseline
(BL) characteristics of patients in these 2 groups; efficacy and safety
parameters (Table 2) were similar for both groups. There were no cases
of opportunistic infection, active tuberculosis, malignancy, gastrointestinal
perforation, or death.

Table 1. BL Demographics and characteristics

<3 bDMARDs (n=343) >3 bDMARDs (n=105)
FIL 200 FIL 100 PBO FIL 200 FIL 100 PBO
(n=110) (n=119) (n=114) (n=37) (n=34) (n=34)

Female, n (%) 90 (82) 92 (77) 93(82) 30 (81) 27(79) 28 (82)
Mean (SD) age, 54 (13)  55(13) 56(12) 59 (9) 54 (9) 56 (12)
yrs

Concurrent 46 (42) 49 (41) 54 (47) 22(60) 19(56) 17 (50)

steroids, n (%)
Concurrent MTX, n 98 (89)
(%)

101 (85) 96 (84)  26(70) 26 (77) 20 (59)

Mean (SD) DAS28 6.0 (1.0) 5.8 (1.0) 59(09) 58(1.0) 6.1(1.0) 59(0.9)

(CRP)

Mean (SD) HAQ-DI  1.66 1.62 1.63 1.84 1.72 1.74
(0.65) (0.70) (0.65) (0.66) 0.61) (0.57)

Mean (SD) hsCRP  17.04 21.82 16.08 17.70 20.31 17.56

(mg/L) (16.80)  (28.49)  (19.16)  (22.36)  (27.58)  (15.37)

Table 2. Key week 24 efficacy and safety outcomes

<3 bDMARDs (n=343) >3 bDMARDs (n=105)
FIL200 FIL100 PBO  FIL200 FIL100 PBO
(n=110) (n=119) (n=114) (n=37) (n=34) (n=34)

ACR20 n (%)? A34.9%  A21.2% A352% A17.6%
DAS28(CRP)<3.2 n (%)®  A27.3% A15.8% A29.0%  A20.6%
DAS28(CRP)<2.6 n (%)®  A19.6% A12.9% AM57% A17.6%
HAQ-DI mean CFB (SD) -0.74 -0.61 -042 077 -0.54  -0.44
(0.631)"  (0.668)* (0.618) (0.596)"  (0.635)  (0.525)
SF-36 PCS mean CFB 9.4 8.9 6.4 9.4 9.1 7.2
(SD) (8.45)"  (8.72)*  (8.44) (7.65) (7.36)  (5.44)
FACIT-Fatigue mean CFB  11.3 9.7 6.7 12.6 10.2 8.4
(SD) (11.99)"  (10.44)* (10.68) (10.78)" (10.42)"  (8.12)
TEAE 75 73 76 27 24 24

(68.2%) (61.3)  (66.7%) (73.0%) (70.6%) (70.6%)
TEAE leading to study 4 (36%) 3(25%) 2(1.8%) 1(27%) 3(8.8) 1(2.9%)
drug discontinuation
CFB, change from BL. *p<0.05, tp<0.01, $p<0,001; , difference vs PBO.

@FIL values are PBO-corrected.

Conclusion: In bDMARD-IR patients with active RA, FIL treatment for 24
weeks significantly improved the signs and symptoms of RA with a favor-
able safety profile; notably, efficacy and safety results were similar for
patients with <3 or >3 prior bDMARDs.
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Background:

Objectives: To investigate the impact of interleukin 6 receptor inhibitor -
tocilizumab (TCZ) on NT-proBNP level changes in patients with rheuma-
toid arthritis (RA) during a 12- month (m) follow-up period.

Methods: The investigation enrolled 31 patients (pts) (26women/5men) with the
lack of efficacy/resistance and/or intolerance of basic anti-inflammatory drugs
(DMARDs); median age was 54[45; 61] years, median disease duration 10
[62;168]m; DAS28 6,2[5,1;7,1]; SDAI 35,0[23,9;51,0], CDAI 30,0[21,0;42,0],
serum positivity for rheumatoid factor (RF)(100%)/anti-cyclic citrullinated peptide
antibodies (ACCP)(84%,). The study did not include RA pts with congestive heart
failure. High incidence of traditional risk factors was found in RA pts: arterial hyper-
tension - in 75%, dyslipidemia - 61%, smoking - 17%, overweight - 61%, family his-
tory of cardiovascular diseases - 36%, hypodynamia - 68%. Coronary artery
disease was diagnosed in 11% RA pts. Lack of efficacy of 3 or more DMARDs
was found in 46% of pts, intolerance to previous therapy with DMARDSs - in 54%
pts. These patients were administered TCZ(8mg/kg) every 4 weeks: 39% were
receiving TCZ monotherapy, and 61% - TCZ in combination with methotrexate (20
[18;25]mg/week). Serum levels of of NT-proBNP were measured using electro-
chemiluminescence method Elecsys proBNP |l (Roche Diagnostics,
Switzerland).

Results: Significant positive changes in major disease activity clinical and
laboratory parameters were found in RA pts after 12 m of TCZ infusion:
54% of pts achieved remission (DAS28<2,6) and 46% of pts managed
to decrease activity to low level (DAS28<3,2) with accompanying improve-
ment in DAS28, levels of ESR, C-reactive protein (CRP), and RF
(table 1).
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Baseline 12m P
DAS 28 6,2 [5,1;7,1] 2,7[1,5;3,3] <0,001
ESR, mm/hr 38 [24; 54] 8 [4; 16] <0,001
CRB, mg/I 27 [10; 49] 0,5[0,2; 0,7] <0,001
RF, IU/ml 130 [30; 564] 38 [23; 332] HA
ACCP, IU/ml 284 [34; 300] 112 [32; 300] HA
NT-proBNP, pg/ 75,8 [43,0; 37,8 [25,1; 0,001
ml 100,7] 78,5]

TCZ therapy resulted in decrease of median NT-proBNP levels from 75,8
[43,0;100,7] to 37,8[25,1;78,5] pg/ml (p=0,01), while rate of elevated
(>100pg/ml) NT-proBNP levels did not change (13%). ANT-proBNP corre-
lations of with AESR (R=0,43; p<0,05] and with ACRB (R=0,46; p<0,05]
were documented after 12m of TCZ therapy. No direct correlation
between ANT-proBNP and changes in disease activity, or RF, or ACCP
has been established. There was no noticeable differences in NT-proBNP
levels in RA pts receiving TCZ monotherapy and TCZ in combination
with methotrexate.

Conclusion: Obtained preliminary results show that 12m of TCZ therapy
resulted in decreased RA activity and lower levels of NT-proBNP on both
regimens — mono - or combination (TCZ+ MT) therapy.

Lowering NT-proBNP concentrations are associated with positive dynamics
of inflammatory markers (CRP, ESR), therefore allowing to suggest
increased NT-proBNP levels should be considered as a component of
disease activity.
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Background: In the new millennium biologic therapies e.g. tumor necrosis
factor inhibitors (TNFi) have played a major role improving clinical out-
comes in rheumatoid arthritis (RA), psoriatic arthritis (PsA) and axial
spondyloarthritis (ax-SpA). A major limitation in many countries for pre-
scribing these drugs has been the high drug costs. The patent period for
several of these TNFis e.g. infliximab, etanercept and adalimumab has
ended and as a consequence biosimilar TNFis are now reaching the
market. This has a cost saving potential for payers. In Norway, encour-
aged by the health authorities, non-medical switch from originator to biosi-
milar has been performed in most patients on biologic originator drugs
with biosimilar drugs available, including etanercept. To the best of our
knowledge no longer than one year real life experienced real life evi-
dence data for non-medical switch from originator etanercept to biosimilar
etanercept SB4 exist (ref.1).

Objectives: To explore three-year drug survival for biosimilar SB4-etaner-
cept in RA, PsA and ax-SpA patients with a non-medical switch from
etanercept originator to SB4.

Methods: At the participating outpatient clinics patients with RA, PsA and
ax-SpA are monitored using a clinical computer system, as standard clini-
cal care. Demographic, clinical and treatment data were retrieved from
the computer system for patients who started treatment with biosimilar
etanercept SB4 between January 2016 and January 2019.

Kaplan-Meier survival curves were used to explore drug survival. Survival
differences between groups were tested using Breslow statistics.

Results: At the participating outpatient clinics since 2016 a total of 474
RA, 249 PsA and 320 ax-SpA patients had a non-medical switch from
etanercept originator to biosimilar etanercept SB4. In RA, PsA and ax-
SpA patients the percentage of women was 68.2%, 42.6% and 30.3%,
the percentage of current smokers 17.0%, 12.8% and 19.6%, mean (SD)
age was 63.0 (13.1), 58.2 (11.3), 53.1 (12.1) years and disease duration
16.8 (9.8), 16.1 (9.7), 17.7 (11.0) years, respectively. In RA 80.0% were
anti-CCP positive and in PsA and ax-SpA 34.4% and 90.8% were
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