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Background: Psoriatic arthritis (PsA) is a chronic systemic disease with man-
ifestations affecting musculoskeletal and extra-articular domains. Treatment
and assessment of response are therefore major challenges in routine clin-
ical practice. Minimal disease activity (MDA) is a multidimensional endpoint
that can define a treatment target‘. In SPIRIT-H2H?, a head-to-head clinical
trial comparing the efficacy and safety of ixekizumab (IXE) versus) to adali-
mumab (ADA), the percentage of patients simultaneously achieving American
College of Rheumatology 50 (ACR50) and Psoriasis Area and Severity Index
100 (PASI100), was the primary endpoint in order to reflect improvement in two
domains of PsA.

Objectives: To evaluate how individual components of the simultane-
ous achievement of ACR50 and PASI100 compare with those of MDA at
week 24.

Methods: Patients with active PsA (defined as those with a tender joint count
[TJC] = 3/68, a swollen joint count [SJC] = 3/66 and a body surface area [BSA] of
active plaque psoriasis > 3%) were randomised 1:1 to approved dosing (accord-
ing to baseline psoriasis involvement) of IXE or ADA in SPIRIT-H2H, an open
label, assessor-blinded study.

The proportion of patients meeting each criterion of the composite endpoints
was calculated for the intent-to-treat ([ITT], N=566) population and the popula-
tion of MDA responders at Week 24 (N=235). Missing individual responses were
imputed with non-responder status. Spidergrams were generated using SAS 9.4.
Results:

For both the overall ITT population and the MDA responders population, the use
of PASI<1 or BSA<3% in the skin-related component of the MDA contributed to
the higher response rate relative to the PASI100 response. Thus, the PASI100
response is a more stringent endpoint. Proportions of responders are similar
across MDA and ACR50+PASI100 individual components for HAQ and SJC. The
high baseline TJC levels (mean TJC: IXE=19.1, ADA=21.3) as opposed to lower
levels observed for baseline SJC (mean SJC: IXE=10.1, ADA=10.7) made MDA-
TJC criterion (<1) more difficult to achieve than the equivalent criterion of the
ACR50+PASI100 endpoint.
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MDA response:

Patients need to fulfil 5 of the 7 criteria: TIC<1, SIC <1, PASI <1 or BSA <3, Patient pain visual analogue scale (VAS) score < 15,
Patient global VAS score 520, Health Assessment Questionnaire Disability Index (HAQ-DI) 5 0.5, tender entheseal points (18) s1.
ACRS0 respanse

Patients need to report = 50% improvement in TJC and SIC and a = 50% improvement in at least 3 of the following: Patient pain
VAS scare, patient global VAS score, Physician global VAS score, HAQ-DI, high sensitivity CRP (hs-CRP).
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Treatment: === ADA (N=100), === IXE (N=135)

N.B Nine pts with active PsO and BSA23% were assessed as PASI=0 at baseline, a medical inconsistency that was resolved using
medical judgement. These patients were considered PASI100 responders if PASI=0 and BSA=0 at post baseline visits

Conclusion: Despite the differences in criteria definitions, there are con-

sistent response patterns in the individual components of the simultaneous

ACR50+PASI100 and MDA endpoints in particular for the peripheral arthritis

domain.
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Background: Several disease activity measures and thresholds have been rec-
ommended as psoriatic arthritis (PsA) treatment targets, although consensus on
the most appropriate assessment tool is lacking.! Reports suggest low disease
activity (LDA) and remission may be associated with minimal structural progres-
sion in PsA.2
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Obijectives: To report the relationship between PsA disease activity and struc-
tural progression over 216 weeks (wks) treatment with certolizumab pegol
(CZP), an Fc-free, PEGylated, tumour necrosis factor inhibitor (TNFi) that has
shown long-term efficacy and safety in PsA.®
Methods: Patients (pts) enrolled in RAPID-PsA (NCT01087788) with active
PsA (=3 tender joints; =3 swollen joints; ESR =28 mm/hour and/or CRP
>upper limit of normal) who had failed treatment with =1 csDMARD were
randomised 1:1:1 to CZP 200mg every 2 wks (Q2W), CZP 400mg every
4 wks (Q4W), or placebo (PBO). All CZP pts received CZP 400 mg at Wks
0/2/4. PBO pts were re-randomised to CZP 200mg Q2W or 400mg Q4W at
Wk 16 or 24.°
Pts were heterogenous for structural damage and disease duration at base-
line. Disease activity was assessed using minimal disease activity (MDA)
criteria (MDA: 5-6/7 criteria; very LDA [VLDA]: 7/7 criteria), Psoriatic Arthri-
tis Disease Activity Score (PASDAS) (LDA: >1.9-<3.2; remission: <1.9), or
Disease Activity Index for Psoriatic Arthritis (DAPSA) (LDA: >4—<14; remis-
sion: <4). Radiographs were read in four reading campaigns using the van
der Heijde modified Total Sharp Score (mTSS) for PsA. A risk of structural
progression (RSP) subgroup (baseline mTSS >median for all pts) was also
assessed. Mean change from baseline (CFB) in mTSS and associations
with disease activity states were estimated using a hierarchical linear mixed
effects model (fixed effects: reading campaign/interactions of concurrent dis-
ease activity levels with time; random effects: pt/reading campaign nested
within pt) which allowed mean mTSS trajectory, and impact of disease activ-
ity levels on this, to differ over time.
Results: 407/409 randomised pts were assessed for mTSS at least once. At
Wk 0, mean (standard deviation) DAPSA=44.5 (22.7), PASDAS=6.0 (1.1). 3/409
(0.7%) pts reported MDA. The proportion of pts achieving remission/VLDA
states increased to Wk 216, as did estimated mean mTSS. Estimated mean
mTSS CFB remained low overall (0.46 at Wk 216; standard error 0.16; Figure).
Across disease activity measures, remission/VLDA states were associated with
mTSS estimated mean CFB <0 in both the overall group and RSP subgroup
(Table).
Conclusion: These data indicate that achievement of remission in PsA is
important to prevent further structural damage, particularly in pts with pre-
existing structural changes. This supports the rationale for strict disease activity
targets.
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Table. Estimated mTSS (mixed effects model)
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Figure: Observed disease activity levels and estimated mean CfB in mTSS (mixed effects
model) through Wks 0-216 pooled for all randomised patients
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[a] Baseline PASDAS data were only available for 398 patients. Data were pooled for all patients
randomised to CZP and PBO. Radiographs were taken at Wks 0, 12, 24, 48, 96, 168 and 216. Mean CfB
in mTSS was estimated using a hierarchical mixed effects model for repeated measures. The proportion
of patients achieving each disease activity level is observed case. CfB: change from baseline; CZP:
certolizumab pegol, DAPSA: Disease Activity Index of Psoriatic Arthritis; LDA® low disease activity, MDA
minimal disease activity, mTSS: modified Total Sharp Score; PASDAS: Psoriatic Arthritis Disease Activity
Score; PBO: placebo; VLDA: very low disease activity.

BMS, Boehringer Ingelheim, Celgene, Cyxone, Daiichi, Eisai, Eli-Lilly, Galapa-
gos, Gilead Sciences, Inc., Glaxo-Smith-Kline, Janssen, Merck, Novartis, Pfizer,
Regeneron, Roche, Sanofi, Takeda, UCB Pharma; Director of Imaging Rheuma-
tology BV

DOI: 10.1136/annrheumdis-2020-eular.4269

mTSS estimated mean CFB
(standard error)

All patients RSP

(N=407) (n=202)
PASDAS Remission -0.20 (0.25) -0.55 (0.49)
LDA 0.01 (0.23) -0.07 (0.47)

>LDA 1.31 (0.22) 2.54 (0.43)
DAPSA Remission -0.34 (0.23) -0.67 (0.46)
LDA 0.40 (0.22) 0.81 (0.44)

>LDA 1.37 (0.24) 2.46 (0.48)
MDA VLDA -0.40 (0.28) -0.84 (0.55)
MDA 0.39 (0.24) 0.55 (0.48)

>MDA 0.89 (0.20) 1.73 (0.39)

mTSS estimated mean CFB: <0; <0.5; >0.5. Data to Wk 216 pooled for all pts randomised.
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Background: Axial spondyloarthritis (axSpA) is a chronic inflammatory disease
is associated with a lot of comorbidities, especially the diseases of cardiovascu-
lar system. [1] These diseases not only lead to a decrease in the quality of life
and disability of patients, but also to a decrease in life expectancy in comparison
with the general population. [2]

Objectives: The goal of study is to identify the most significant and common
comorbid conditions in patients with axial spondylitis and compare their preva-
lence in three groups: in patients with ankylosing spondylitis, patients with psori-
atic arthritis with and without spinal involvement.

Methods: The study included 140 patients with a reliable diagnosis of axSpA
(ASAS criteria, 2009), which were subsequently divided into three groups:
patients with ankylosing spondylitis, patients with psoriatic arthritis with and
without spinal involvement. In all patients comorbid conditions was evaluated.
Results: The most common comorbid conditions among patients with axSpA
were overweight (65%), included obesity (44%), hypertension (45%), diabetes
and prediabetes (31,4%), dyslipidemia (23,6%), coronary heart disease (9,3%),
diseases of the gastrointestinal tract (38,6%). Then we analyzed the prevalence
of these comorbid pathologies in three groups.

The characteristics of the groups are presented in Table 1.
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