
and babies, with a peculiar focus on maternal-fetal safety issues. APGAR scores
at 1 min (APGAR1) and 5 min (APGAR5) from delivery were recorded.
Results: We observed 6 pregnancies from 6 mothers (4 of European, 1 Asian
and 1 Latin-American ethnicity). Patient mean age at conception was 336±131
months; disease duration, 62±27 months; pre-conceptional exposure, 46±9
weeks; the (estimated) post-conceptional exposure 7±2 weeks. No major gesta-
tional complications were reported. One mother consulted the Emergency Depart-
ment for a syncopal episode, but after a routine evaluation and an observation of
6 hours, was discharged; her pregnancy was otherwise unremarkable. Four girls
(mean weight: 3170±200 g) and 2 boys (mean weight: 3460±60) were born.
Mean gestational age was 38±2 weeks; 3 vaginal deliveries (1 oxytocine-induced
for scarce dilation) and 3 caesarean sections were observed. The APGAR scores
were above 8, excepting for an APGAR1 of 6 (born with caesarean section), then
turned on 10 at APGAR5. Results are summarised on table 1. DAPSA, for the
whole population, was under 4 (remission) at conception, and remained stable
after delivery.

Abstract THU0319 – Table 1

Conclusions: The present study, despite the limited number of observations,
represents the first report on pre-conceptional exposure to SEC. The available
data, due to the lack of controlled studies, place the drug’s use on FDA “B” cate-
gory. Of note, SEC failed to cause teratogenicity, when administered throughout
the whole pregnancy in a study conducted on primates (Cynomolgus monkeys).
The limited knowledge on human beings suggests, nevertheless, not to adminis-
ter SEC during pregnancy, unless a clear benefit overwhelm the potential risk.
SEC, in conclusion, seems to have an acceptable safety profile, even when acci-
dentally taken in the very first pregnancy phase. Reporting the cases of pregnancy
exposures, as recommended by the ongoing Producer’s policy, is the only way
that would allow to confirm, or reject, this statement. A long-term follow-up of the
mother and the offspring health, similarly, is needed.

REFERENCES:
[1] Mouyis MA, et al. J Rheumatol 2017;44:1.
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THU0320 A SHORT, EASILY READABLE, ONLY 3-ITEM TOOL –
BRISTOL RHEUMATOID ARTHRITIS FATIGUE SCALE
(BRAF) – IS VALID IN PATIENTS WITH PSORIATIC
ARTHRITIS

1M. Haroon, K. Iqbal1, M. Ashraf1, P. Gallagher2, O. FitzGerald2. 1Rheumatology,
University Hospital Kerry, Tralee, County Kerry; 2Rheumatology, St Vincent’s
University Hospital, Dublin, Ireland

Background: Fatigue in Psoriatic arthritis is very little studied. Recently, an
instrument, the Functional Assessment of Chronic Illness Therapy (FACIT), has
been validated in PsA, which is a relatively long, 13-item, instrument. An alterna-
tive instrument, the Bristol Rheumatoid Arthritis Fatigue Numerical Rating Scales
(BRAF-NRS), is an easily readable, much shorter, 3-item tool. The BRAF-NRS

has been studied and validated in rheumatoid arthritis population; however, this
has not been validated in patients with PsA.
Objectives: The purpose of this study was firstly to determine the internal consis-
tency, test–retest reliability, criterion validity of the BRAF-NRS in patients with
PsA. Secondly, we also examined the potential clinical associations of worse
fatigue in patients with established PsA.
Methods: Two independent cohorts fulfilling CASPAR criteria were enrolled.
STUDY PHASE 1: BRAF-NRS SCALE VALIDATION COHORT (n=70)
A consecutive cohort of 70 PsA patients completed the 3-item BRAF-NRS scale
and 13 items of the FACIT-F scale, alongside laboratory testing and disease activ-
ity assessments. Moreover, all these patients completed BRAF-NRS question-
naires twice, one day apart. Internal consistency was measured by Cronbach’s
alpha; test–retest reliability by the intra class correlation coefficient (ICC); and val-
idity by the correlation of the BRAF-NRS results with validated FACIT-F
measures.
STUDY PHASE-2: IDENTIFYING THE POTENTIAL CLINICAL ASSOCIATIONS
OF FATIGUE BY USING BRAF-NRS (n=283)
Following informed consent, patients underwent a detailed skin and rheumato-
logic assessment including disease activity measures, and whether patient has
achieved minimal disease activity (MDA). Moreover, we measured comorbidity
using the Charlson Comorbidity Index (CCI). The factors predicting worse fatigue
as measured by the BRAF-NRS score were determined using univariate and mul-
tivariate linear regression analysis.
Results: STUDY PHASE 1: BRAF-NRS SCALE VALIDATION COHORT (n=70):
67 patients had the complete assessments [mean age 52±9 years, 54% female,
mean PsA duration of 5±3 years). The internal consistency of the 3 items BRAF-
NRS questionnaire as measured by Cronbach’s alpha was 0.92. Test–retest reli-
ability as measured by the intraclass correlation coefficient between the first and
repeat questionnaires was 0.98. The BRAF-NRS scores were compared with the
FACIT fatigue scores. There was an excellent correlation between the BRAF-
NRS and FACIT fatigue (r=-0.83 (p£0.001).
STUDY PHASE-2: IDENTIFYING THE POTENTIAL CLINICAL ASSOCIATIONS
OF FATIGUE BY USING BRAF-NRS (n=283)
On multiple linear regression analysis, the model predicted the significant associ-
ation of low education status (p=0.03), number of deformed joints (p=0.01), not
achieving MDA (p<0.001), higher CCI scores and worse HAQ (p<0.001) with
worse fatigue scores.
Conclusions: BRAF-NRS provides a reliable, reproducible and valid instrument
of measuring fatigue in PsA. Fatigue is associated with low education status,
higher number of deformed joints and comorbidities, not achieving remission and
worse functional index. This short assessment tool can be especially valuable in
the context of a busy clinic, and also in large epidemiological studies when other
core domains warrant assessment.
Disclosure of Interest: M. Haroon Grant/research support from: Abbvie, Pfizer,
Speakers bureau: Abbvie, Pfizer, UCB, K. Iqbal: None declared, M. Ashraf: None
declared, P. Gallagher: None declared, O. FitzGerald Grant/research support
from: Pfizer, Abbvie, MSD, Roche, UCB, Janssen and Cellgene
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THU0321 ACUTE PHASE MARKERS IN PSORIATIC ARTHRITIS
IDENTIFY PATIENTS WITH A MORE SEVERE
PHENOTYPE

1M. Haroon, M. Ahmad1, O. Mason2, O. FitzGerald3. 1Rheumatology, University
Hospital Kerry, Tralee, County Kerry; 2CSTAR (Centre for Support and Training in
Analysis and Research), University College Dublin; 3Rheumatology, St Vincent’s
University Hospital, Dublin, Ireland

Background: CRP and ESR are the most commonly and probably the most
studied inflammatory markers among patients with inflammatory arthritis. In con-
trast to rheumatoid arthritis, however, these markers are raised in less than 50%
of people with psoriatic arthritis (PsA). Little is known about the long term signifi-
cance of elevated inflammatory markers during the course of PsA disease.
Objectives: In a well characterised PsA cohort with a long term follow up, we
examined the association of CRP and ESR over the disease course with demo-
graphics, clinical and radiographic features, patient reported outcome measures
and the number of comorbid conditions.
Methods: A cohort of 283 PsA patients all meeting CASPAR criteria and attend-
ing rheumatology clinics were evaluated. All underwent detailed skin and rheuma-
tologic assessments, along with cardiovascular risk factor evaluation. Moreover,
we documented the presence/absence of comorbidities using the Charlson
Comorbidity Index (CCI). All of these patients had CRP and ESR laboratory val-
ues assessed along with the other routine laboratory parameters during the dis-
ease course. For each patient, we documented CRP and ESR values at 3
different time points: firstly, at the time of the initial diagnosis; secondly, the high-
est value of CRP and ESR recorded during the disease course; and thirdly at the
time of full assessment for this study. Cumulative inflammation over time was
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represented by the cumulative averages of CRP (ca-CRP) and ESR (ca-ESR)
which were calculated from the AUC (Area Under the Curve) of the 3 documented
measurements divided by the total number of months of follow-up. Variables sig-
nificantly associated at a Bonferroni-corrected p-value were included in the multi-
ple linear regression modelling CRP and ESR.
Results: A total of 283 PsA patients [mean age 54.6±12 years; 52% female;
mean PsA duration of 19±9 years; 25%with sacroiliitis; 44.5% with peripheral joint
erosions; 60% of patients requiring TNFi for PsA] attended for detailed assess-
ments. The median (IQR) and mean (SD) Ca-CRP was 8.8 (4.6–14.8) and 11.72
(10.52), respectively. The median (IQR) and mean (SD) Ca-ESR was 13.8 (7.8–
20.1) and 15.78 (10.46). The variables were also checked for multicollinearity. On
multiple linear regression, erosions, sacroileitis, and the CCI were most signifi-
cantly associated with Ca-CRP (unstandardised coefficient B=6.4, 2.9, 1.05,
respectively, p<0.01), when controlled for all other variables in the model
[(F=77.6, p<0.001), 72% (R-square)]. There was borderline significant association
with the higher number of DMARDs and TNFi used (p=0.09, 0.08, respectively).
Moreover, on multiple linear regression analysis, the erosions, extent of joint
involvement (oligoarthritis/polyarthritis), number of TNFi used and the CCI were
most significantly associated with Ca-ESR (unstandarised coefficient B=3.8, 1.8,
1.8, 0.76, respectively) when controlled for all other variables in the model
[(F=130, p<0.001), 77% (R-square)].
Conclusions: PsA is a heterogeneous disease with <50% of patients developing
radiographic damage. Elevated inflammatory markers, CRP and ESR, can help
identify patients with a severe PsA phenotype. Such patients experience more
radiographic damage, they have more comorbidities and their disease is more
resistant to DMARDs and TNFi.
Disclosure of Interest: M. Haroon Grant/research support from: Abbvie, Pfizer,
Speakers bureau: Abbvie, Pfizer, UCB, M. Ahmad: None declared, O. Mason:
None declared, O. FitzGerald Grant/research support from: Pfizer, Abbvie, MSD,
Roche, UCB, Janssen and Cellgene
DOI: 10.1136/annrheumdis-2018-eular.3834

THU0322 SECUKINUMAB PROVIDES SUSTAINED
IMPROVEMENTS IN THE SIGNS AND SYMPTOMS OF
ACTIVE PSORIATIC ARTHRITIS: 3-YEAR RESULTS
FROM THE PHASE 3 FUTURE 2 STUDY

1P. Nash, I.B. McInnes2, P. Rahman3, A.B. Gottlieb4, B. Kirkham5, K. Ding6,
L. Pricop6, on behalf of the FUTURE 2 study group. 1University of Queensland,
Brisbane, Australia; 2University of Glasgow, Glasgow, UK; 3Memorial University,
St. John’s, Canada; 4New York Medical College, New York, USA; 5Guy’s and St
Thomas’ NHS Foundation Trust, London, UK; 6Novartis Pharmaceuticals
Corporation, East Hanover, USA

Background: Secukinumab, a fully human monoclonal antibody that selectively
neutralises IL-17A, provided significant and sustained improvement in the signs
and symptoms of active psoriatic arthritis (PsA) over 2 years in the FUTURE 2
study (NCT01752634).1

Objectives: To report 3 year efficacy and safety results from the FUTURE 2
study.
Methods: Overall, 397 patients (pts) with active PsA were randomised to receive
subcutaneous secukinumab (300, 150 or 75 mg) or placebo at baseline, Weeks
(Wks) 1, 2, 3 and 4, and every 4 wks thereafter.1 Assessments at Wk 156 are from
pts originally randomised to secukinumab and included ACR20/50, PASI 75,
HAQ-DI, and resolution of dactylitis and enthesitis. Analyses by prior anti-TNF
use (naïve/inadequate response [IR]) and with/without concomitant methotrexate
(MTX) were assessed. Data are reported as observed for secukinumab 300 and
150 mg (approved doses). Safety analysis included all pts who received �1 dose
of secukinumab.
Results: In total, 73/100 (73.0%) and 72/100 (72.0%) pts in the secukinumab 300
and 150 mg groups, respectively, completed 156 wks of treatment. Sustained
clinical improvements were observed in those continuing with secukinumab
across all endpoints through Wk 156 (table 1). ACR20 response rates at Wk 156
in anti–TNF-naïve pts were 85.2% and 76.5% with secukinumab 300 and 150 mg
respectively; corresponding rates in anti–TNF-IR pts were 55.6% and 54.5%.
ACR20 response rates in pts receiving concomitant MTX were 73.0% and 77.1%
with secukinumab 300 and 150 mg, respectively; rates in pts without concomitant
MTX use were 77.3% and 63.2%. Over the study (mean secukinumab exposure
of 991.3 days) the type, incidence and severity of adverse events (AEs) were con-
sistent with that reported previously. Exposure adjusted incidence rates with secu-
kinumab for selected AEs of interest were: serious infections (1.8), candida
infections (1.8), inflammatory bowel disease (0.1), major adverse cardiovascular
event (0.2) and malignant/unspecified tumours (1.2).

Abstract THU0322 – Table 1. Summary of Efficacy Results at Wk 156

Variable
% responders (n), unless stated

Secukinumab
300 mg s.c.
(n=100)

Secukinumab
150 mg s.c.
(n=100)*

ACR20 75.3 (81) 69.9 (73)
ACR50 54.3 (81) 38.4 (73)
aPASI 75 74.3 (35) 81.8 (44)
HAQ-DI, mean change from BL (n) �0.63 (81) �0.47 (74)
bResolution of enthesitis 68.9 (45) 70.8 (48)
cResolution of dactylitis 82.1 (39) 80.0 (25)

aPASI responses assessed in pts with psoriasis affecting �3% body surface area at BL
(300 mg: n=41; 150 mg: n=58)
bAssessed in pts (n=56 [300 mg] and 64 [150 mg]) with this symptom at BL
cAssessed in pts (n=46 [300 mg] and 32 [150 mg]) with this symptom at BL
*Secukinumab 150 mg arm includes 42 pts who were up-titrated to 300 mg start-
ing at Wk 128
BL, baseline; HAQ-DI, health assessment questionnaire-disability index; PASI,
psoriasis area and severity index
N, number of pts randomised; n, number of pts with evaluation

Conclusions: Secukinumab 300 and 150 mg provided sustained improvements
in signs and symptoms of active PsA through 3 years. Secukinumab was well tol-
erated, with a safety profile consistent with that reported previously.1
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THU0323 TOFACITINIB IMPROVES COMPOSITE ENDPOINT
MEASURES OF DISEASE IN PATIENTS WITH
PSORIATIC ARTHRITIS

1P. Helliwell, L.C. Coates2, O. FitzGerald3, P. Nash4, E.R. Soriano5, M.E. Husni6,
M.-A. Hsu7, K.S. Kanik7, T. Hendrikx8, J. Wu7, E. Kudlacz7. 1Leeds Institute of
Rheumatic and Musculoskeletal Medicine, University of Leeds, Leeds; 2University
of Oxford, Oxford, UK; 3St Vincent’s University Hospital, Dublin, Ireland; 4University
of Queensland, St Lucia, Brisbane, Australia; 5Hospital Italiano de Buenos Aires,
Buenos Aires, Argentina; 6Cleveland Clinic Orthopedic and Rheumatologic
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Background: Tofacitinib is an oral Janus kinase inhibitor for the treatment of
psoriatic arthritis (PsA). PsA is a heterogeneous disease and composite end-
points allow assessment of multiple clinical outcomes in one instrument.
Objectives: To examine the effects of tofacitinib treatment on several composite
endpoints in patients (pts) with PsA.
Methods: In 2 placebo (PBO)-controlled, double-blind, multicentre, global Phase
3 studies, pts had active PsA and either had an inadequate response (IR)
to �1 conventional synthetic disease-modifying antirheumatic drug (csDMARD)
and were tumour necrosis factor inhibitor (TNFi)-naïve (OPAL Broaden [n=422;
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