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Background: Ixekizumab (IXE), a monoclonal antibody that selectively targets
interleukin IL-17A, has shown efficacy in patients with radiographic axial spon-
dyloarthritis (raxSpA). Spinal pain, in particular spinal pain at night (SP-N), is a
major contributor to the patient burden of r-axSpA.

Obijectives: To assess SP-N improvement in patients up to week (W) 52 and to deter-
mine the association of SP-N improvement in patients treated with IXE with other
patient-reported outcomes (PROs) at W16 and with reaching ASDAS LDA at W52.
Methods: The Phase Ill COAST-V (NCT02696785) trial investigated the efficacy of
IXE in 341 patients with -axSpA and were biological disease-modifying anti-rheu-
matic drug (bDMARD)-naive. Patients were randomised to IXE every 2W (IXEQ2W),
IXE every 4W (IXEQ4W), adalimumab (ADA) or placebo (PBO) up to W16. Only
approved dose IXEQ4W data are presented here. SP-N was measured at each visit
using a numeric rating scale (NRS) (0-10). A clinically relevant improvement in SP-N
was defined as >2 point improvement from baseline. Differences in baseline varia-
bles between those achieving versus not achieving >2 improvement in SP-N were
tested using Fisher’s exact test (binary variables) and analysis of variance (ANOVA;
continuous variables). Associations of SP-N improvement with PROs (BASFI, Fatigue
Severity NRS, Jenkins Sleep Evaluation Questionnaire (JSEQ), SF-36 PCS) at W16,
and ASDAS LDA at W52 were tested using analysis of covariance (ANCOVA; continu-
ous variables) and logistic regression (binary variables). Missing values were imputed
using non-responder imputation, and modified baseline observation carried forward.
Results: A greater proportion of patients achieved >2 improvement in SP-N with
IXE treatment compared to PBO at W16 (63.0% vs. 32.2%, p <0.001) and improve-
ment was sustained up to W52 (Figure 1). Of the 81 patients originally randomised
to IXE, those achieving >2 improvement in SP-N (63%) at W16 were younger,
more frequently positive for HLA-B27 and had higher disease activity at baseline
compared to those that did not achieve >2 improvement (Table 1). Achieving >2
improvement in SP-N was associated with improvement in PROs including BASFI,
Fatigue Severity, JSEQ and SF-36 PCS at W16 and with achieving ASDAS<2.1 at
W52 compared to those not achieving >2 improvement in SP-N (Table 1).

Table 1. Baseline demographics, clinical characteristics, and PROs of IXE
treated patients achieving vs. not achieving >2 improvement in SP-N at W16.

Achieved >2 Improvement in SP-N atW16 Yes (n=51) No (n=30)

Baseline Characteristics

Age, yrs 38.6 (11.4)* 44.9 (12.4)

Positive for HLA-B27, n (%) 50.0 (98.0)* 25.0 (83.3)

CRP (mg/L) 14.9 (14.9)* 76 (8.4)

ASDAS 3.9 (0.8)" 3.5 (0.6)

Spinal Pain at Night 74 (1.3)* 6.4 (1.4)

PROs Baseline W16 CFB  Baseline W16 CFB
BASFI 6.1(19) -3.4(2.2)* 6.0(1.6) -0.7(1.5)
Fatigue Severity NRS 6.9 (1.7) -3.5(2.6)* 6.3(1.6) -0.7(2.0)
JSEQ 71(5.4) -82@2* 72(.2) -0.1(2.7)
SF-36 PCS 32.8(77) 10.9 (77)*** 36.1(6.7) 2.0 (6.5)

ASDAS <2.1 at W52 Response, n (%) 34 (66.7)** 9 (33.3)

Values represent mean (SD) unless otherwise stated. *p<0.05, **p<0.01, ***p<0.001 versus those
not achieving >2 improvement in SP-N.HLA-B27; Human Leukocyte antigen-B27, CRP; C-reactive
protein, ASDAS; Ankylosing Spondylitis Disease Activity Score, CFB; change from baseline,
BASFI; Bath Ankylosing Spondylitis Functional Index, NRS; Numeric Rating Score, JSEQ; Jenkins
Sleep Evaluation Questionnaire, SF-36 PCS; Short-Form 36 physical component score.
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Figure 1. Patients achieving meaningful spinal pain at night improvement through W52.
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Conclusion: IXE improved SP-N for patients with r-axSpA not previously treated
with bDMARDs. Improvements in SP-N were associated with improvements in
disease activity, function, fatigue and quality of life.
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Background: The treatment landscape in psoriatic arthritis (PsA) is changing,
including newer biologic and targeted synthetic disease-modifying antirheumatic
drugs (b/tsDMARDs) with different modes of action becoming available. However,
the most effective treatment strategy in routine care remains to be established.
Objectives: To explore the uptake and treatment patterns of newer b/tsDMARDs,
namely JAK-inhibitors (JAKIi; baricitinib, tofacitinib, upadacitinib), IL-17-inhibitors
(ixekizumab, secukinumab), abatacept, apremilast, and ustekinumab in PsA
patients from the Nordic countries. Furthermore, to describe patient character-
istics and extra-musculoskeletal manifestations at treatment start (=baseline).
Methods: Observational cohort study, using prospectively collected routine
care data from 4 Nordic rheumatology registries. Treatments (newer b/tsD-
MARDs with tumor-necrosis-factor inhibitors (TNFi) as the reference) initiated
from January 2009 until December 2020 and corresponding baseline patient
characteristics were identified. Linkage to national patient registries was used
to identify previous extra-musculoskeletal manifestations (0-5 years). Coun-
try-level data were pooled for analyses. Uptake of each drug was explored as
the cumulative number of treatment starts (a) overall, irrespective of previous
b/tsDMARD experience, and (b) in b/tsDMARD-naive patients. Each patient
could contribute >1 treatment course.

Results: Overall, 13,364 unique patients contributing 24,325 treatment courses
with either a newer b/tsDMARD (4,855, 20%) or a TNFi (19,470, 80%, whereof
10,897 were started year 2015-20) were identified. For the sub-group of 11,892
first b/tsDMARD treatment courses, 1,009 (8%) were a newer b/tsDMARD
(10,883 were a TNFi, whereof 5,956 were started year 2015-20). Secukinumab
dominated the newer b/tsDMARD uptake (1,848 new-starts, Figure 1). Usteki-
numab-uptake increased over time both overall and in b/tsDMARD-naive
patients. In b/tsDMARD-naive patients, apremilast had the fastest uptake (490
new-starts) (Figure 1). Use of JAKi was limited, especially in b/tssDMARD-naive
patients.
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Table 1. Baseline characteristics upon treatment start

767

Abata-cept Apre-milast Bari-citinib Ixe-kizumab Secuki-numab Tofa-citinib Upada-citinib  Uste-kinumab Any TNFi

Cumulative uptake, n 362 935 106 342 1848 494 6 691 19470
Male gender, % 33 42 27 38 40 33 33 37 44
Age 54 (12) 53 (12) 55 (13) 52 (13) 51 (13) 54 (13) 52 (10) 50 (12) 49 (13)
b/tsDMARD treatment 1 9 52 9 1 14 9 0 20 56

number, % 2 19 15 12 26 25 18 17 19 25

>3 72 33 78 74 61 73 83 62 19

Disease duration, yrs 9(8) 8(8) 10 (8) 10 (8) 9 (9) 11 (10) 8(8) 8(9) 7 (8)
Pain, VAS (0-100) 63 (21) 61 (23) 64 (23) 64 (25) 63 (24) 66 (23) 75 (17) 64 (23) 59 (24)
DAS28 4.73 (1.34) 4.04 (1.35) 3.95 (1.36) 4.24 (1.19) 4.13 (1.36) 4.49 (1.33) 4.74 (0.88) 4.19 (1.32) 4.07 (1.29)
Uveitis, %* 3 2 3 1 2 3 0 2 2
IBD, %* 1 1 3 1 1 1 - 3 1

Numbers are mean (SD) unless otherwise statedIBD: inflammatory bowel disease, bDMARD: biologic DMARD, ts: targeted synthetic*0-5 years previously, available all study period for Iceland,

Sweden, Finland until 31Dec2018, not available for Denmark
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Figure 1.

Patients starting a newer b/tsDMARD tended to have longer disease duration and
slightly higher disease activity at baseline (DAS28, patient-reported outcomes)
than TNFi initiators (Table 1). Previous extra-musculoskeletal manifestations (uvei-
tis, IBD) were rare, and with similar distributions across treatments (Table 1).
Conclusion: In this cross-country collaboration we were able to explore uptake
of newer b/tsDMARDs. TNFi still dominates compared to newer b/tsDMARDs in
routine care treatment of PsA. Newer b/tsDMARDs are mainly used in patients
with several previous treatment failures, i.e. with longer disease duration and
higher disease activity, indicating difficult to treat disease. Further studies are
planned to explore real-world treatment patterns and outcomes.
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Background: Sacroiliac joint injection in axial spondyloarthritis (SpA) patients
with steroid was controversial. A well designed randomized clinical trial testing its
effect on different disease outcome measures particularly bone marrow edema
was missing [1].
Objectives: To test the effect of steroid injection in the sacroiliac joint of axial
SpA patients on different disease outcome measures.
Methods: N = 43 were registered. They were randomly assigned into 2 groups;
Group | (23 cases) received sacroiliac joint injection lidocaine hydrochloride mixed
with triamcinolone, whereas Group Il (22 cases) received subcutaneous saline
injections. All participants fulfilled the ASAS criteria for axial SPA and they all had
bone marrow edema at baseline. Outcomes measures were: Visual Analogue Scale
(VAS), ASDAS, BASFI, and SPARCC scores. Participants were assessed at base-
line (before and after sacroiliac joint injection) and after 3 months.
Results: There was a significant difference between both groups regarding pain,
spine mobility, SPARCC and ASDAS scores in favor of group |. Spine mobility
showed the earliest improvement, followed by pain whilst SPARCC and ASDAS
scores showed improvement after 3 months. Higher disease activity, younger
age, and shorter disease duration all were associated with better outcomes.
Bilateral hip involvement was a predictor of poor response
Conclusion: Sacroiliac joint injection of lidocaine and triamcinolone in axial
SpA patients is effective in controlling pain, improving function, disease activity
scores, and bone marrow edema with acceptable complications and relatively
sustained effect.
REFERENCES:
[1] Elsaman, A., A. Hamed, and A. Radwan, Ultrasound-guided epidural block
in axial spondyloarthritis patients with limited spine mobility: a randomized
controlled trial. The Korean journal of pain, 2021. 34(1): p. 114.

Table 1. Comparison between the two study groups

Group | (N=24) Group Il (N=23) P value*

Age 35.416.2 33.5+6.7 0.354

Sex Male 17(77.3%) 16(76.2%) 1.000
Female 5(22.7%) 5(23.8%)

VAS Before injection (0) 7.95+0.84 7.86+0.73 0.688
After injection (1) 3.55+1.44 6.95+1.02 <0.001
12 weeks later (2) 4.82+1.37 7.19+0.81 <0.001
P value O vs 1** <0.001 0.003 -
P value 0 vs 2** <0.001 0.001 -
P value 1 vs 2** <0.001 0.397 -

ASDAS Before injection 2.69+0.44 2.60+0.37 0.451
12 weeks later 1.51+0.44 2.40+0.46 <0.001
P value ** <0.001 0.022

BASFI Before injection 61.91+9.70 62.95+11.71 0.752
12 weeks later 57.50+8.13 61.24+0.53 0.199
P value ** <0.001 0.081 -

SPARCC Before injection 34.73+9.14 33.48+8.93 0.652
12 weeks later 15.68+6.60 30.95+7.85 <0.001

P value ** <0.001 0.024 -

Finger to floor Before injection (0) 27.68+9.94 26.90+11.62 0.815
After injection (1) 17.09+7.00 25.48+11.23 0.005
12 weeks later (2) 19.64+7.83 26.76+11.79 0.024
P value 0 vs 1** <0.001 0.001 -
P value 0 vs 2** <0.001 0.791 -
P value 1 vs 2** 0.001 0.072 -
Lateral bending  Before injection (0) 21.64+5.91 22.29+4.51 0.688
After injection (1) 25.50+6.13 22.57+3.43 0.060
12 weeks later (2) 24.55+4.95 22.24+2.95 0.071
P value O vs 1** <0.001 0.649 -
P value 0 vs 2** 0.003 0.947 -
P value 1 vs 2** 0.087 0.426 -

* p values were calculated using Independent t test, except for the sex, where Fisher Exact
test was used.** p values for paired data was calculated using paired t test, to compare the
baseline values (0) with either immediate post-injection (1) or 12 weeks later (2) values.
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