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Background: Tofacitinib is an oral Janus kinase inhibitor for the treatment of
psoriatic arthritis (PsA). PsA is often associated with comorbid metabolic syn-
drome (MetS), which is linked to increased inflammation and severity of underly-
ing PsA, and higher cardiovascular risk.1,2 Patients (pts) with PsA and comorbid
MetS frequently demonstrate decreased therapeutic responses and lower proba-
bility of achieving minimal disease activity.3,4

Objectives: To compare key efficacy and safety endpoints in tofacitinib-treated
pts with PsA and MetS in Phase (P) 3 studies.
Methods: Two double-blind P3 studies enrolled pts with active PsA who either
had an inadequate response (IR) to �1 conventional synthetic (cs)DMARD and
were TNFi-naïve (OPAL Broaden; n=422; 12 months; NCT01877668) or IR
to �1 TNFi (OPAL Beyond; n=395; 6 months; NCT01882439). Pts were rando-
mised to receive tofacitinib 5 mg BID, tofacitinib 10 mg BID, adalimumab 40 mg
Q2W (OPAL Broaden only) or placebo (PBO); all pts continued on a single, stable
csDMARD. In this analysis, data for tofacitinib- and PBO-treated pts were pooled
from both studies; efficacy and safety endpoints at Month (M) 3 were descriptively
reported according to the presence or absence of MetS at baseline (defined as�3
of the following: hypertension, elevated triglycerides, reduced HDL cholesterol,
large waist size and elevated fasting glucose levels5). Efficacy endpoints
included: ACR20 response; change from baseline in HAQ-DI; PASI75 response;
and changes from baseline in Pt’s Global Assessment of Arthritis and C-reactive
protein (CRP). Safety endpoints included: treatment-emergent adverse events
(AEs); fasting lipid levels (LDL, HDL and total cholesterol, and triglycerides).
Results: This analysis included 294 pts with MetS (tofacitinib 5 mg, n=99; 10 mg,
n=101; PBO, n=94) and 416 pts without (tofacitinib 5 mg, n=139; 10 mg, n=135;
PBO, n=142). At baseline, pts with MetS had a higher mean age (53.2 vs 46.2
years) and mean BMI (33.2 vs 27.3 kg/m2), and a greater proportion of pts with
MetS had a CRP level >2.87 mg/L (upper limit of normal) (67.7 vs 58.9%) and
were taking lipid-lowering medications (Day 1: 26.5 vs 3.8%). Tofacitinib efficacy
was generally similar in pts with and without MetS (Table). LDL, HDL and total
cholesterol, and triglyceride levels generally increased from baseline to M3
(Table). Among pts with MetS, AEs occurred in 55.6% treated with tofacitinib
5 mg (serious AEs [SAEs], 2%) and in 42.6% treated with tofacitinib 10 mg
(SAEs, 2%). Among those without MetS, AEs occurred in 42.4% treated with tofa-
citinib 5 mg (SAEs, 1.4%) and in 54.8% treated with tofacitinib 10 mg (SAEs,
1.5%).

Abstract SAT0317 – Table 1. Efficacy and safety endpoints at Month 3 in OPAL Broaden
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Conclusions:

Across 2 P3 studies, tofacitinib showed generally similar efficacy and safety in pts
with PsA with or without MetS.
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Background: Fatigue is a critical element of life impact for patients with Psoriatic
Arthritis (PsA) and is not considered in remission definitions. In PsA, remission
can be defined using composite scores (Minimal Disease Activity (MDA), Disease
Activity in PSoriatic Arthritis (DAPSA)£4), Patient Acceptable Symptom State
(PASS), Patient Global Assessment (PGA)(for example £1/10), or as a single for
remission item.
Objectives: To explore the relationship between fatigue and remission in PsA,
when using different definitions of remission.
Methods: ReFlaP (NCT03119805) is a cross-sectional study in 14 countries of
consecutive adult patients with definite PsA and more than 2 years of disease
duration. Patient-perceived fatigue was assessed by a 11-point numerical rating
scale. Remission status was defined from the physician’s perspective as MDA,
DAPSA£4 and physician-perceived remission (single question yes/no), and from
the patient’s perspective as PASS, PGA £1 and patient-perceived remission (sin-
gle question yes/no). We calculated fatigue group means and deltas by remission
status and compared these by Student’s t test. For known groups validity of each
remission definition we used ROC curves and corresponding areas under the
curve (AUC).
Results: Of 366 patients, 304 had both fatigue and remission data available: 148
(49.8%) were male, mean age was 53.9±12.3 years, mean disease duration was
10.8±7.7 years; 90.3% had predominant peripheral disease, 56.3% were taking
methotrexate, 66.5% a biologic and 19.4% oral glucocorticoids. Disease activity
was moderate: 41.1% had no current psoriasis skin lesions, mean Tender Joint
Count (TJC) was 4.3±8.9, mean Swollen Joint Count (SJC) was 2.66±8.3, mean
Physician’s global assessment was 3.0±2.4, mean PGA was 4.19%±2.7. 80.6%
patients had DAPSA levels<28 (ie, remission, low or moderate disease activity).
Mean patient’s assessment of fatigue was 4.26±3.0. The frequency of remission
varied from 17.4% to 64.8% (the most stringent definition being DAPSA and the
least PASS). Fatigue levels were much lower in remission than non-remission
with group differences in fatigue ranging from 1.66±0.3) (Physician remission sin-
gle question yes/no) to 3.81±0.3 (DAPSA remission) (all p<0.0001) (figure 1). Cor-
responding AUCs ranged from 0.66 (Physician’s remission question) to 0.87
(DAPSA).
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