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Objectives: To explore the status of the immunologic balance between Th17
cells and Treg cells in patients with SPA, and to assess the effect of low dose IL-2
on the peripheral CD4+ T cells.
Methods: Two hundred and two patients, who met the Assessment of Spondy-
loarthritis International Society (ASAS) criteria were enrolled and given con-
ventional therapy, including Nonsteroidal Anti-inflammatory Drugs (NSAIDs),
biological agents, Sulfasalazine, glucocorticoid. Eighty seven patients were not
only given conventional therapy, but also injected subcutaneously low-dose IL-2
(50 WIU/day for 5 days). Clinical and laboratory indicators were compared before
and after IL-2 treatment. The CD4+ T cells in peripheral blood were measured by
multicolor flow cytometry. The side effects were observed in the course of therapy.
Results: The absolute number and ratio of CD4 + CD25 + FOXp3 + regulatory T
cells in peripheral blood of patients with SPA was significantly decreased compared
with the healthy control group, (25.13 (18.76,37.37) vs. 33.06 (22.87,42.33),
P<0.001); Th17/Treg (0.29 (0.18, 0.49) vs. 0.20 (0.15, 0.34), P=0.001). The
absolute number of Treg cells increased more than 3-times (22.70 (14.47, 30.10)
vs.67.87 (48.21, 105.82), p<0.001) after 5 days of low-dose IL-2 treatment.
Th17/Treg was significantly higher (0.32 (0.18, 0.57) vs. 0.20 (0.15, 0.34),
P<0.001) before treatment compared with healthy controls.
Conclusions: The decrease of CD4 + CD25 + FOXp3 + Treg cells might play
a key role in the pathogenesis of SpA. Low dose IL-2 therapy can restore and
maintain the balance of Th17 and Treg cells by increasing Treg cells numbers
selectivity. The therapy is safe. More attention should be paid on the long term
benefits of low-dose IL-2 therapy in the further research.
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Background: Adalimumab (ADL) is a TNF-alpha inhibitor indicated for various
inflammatory autoimmune diseases including ankylosing spondylitis (AS). Patients
receiving ADL in Canada are eligible to enroll in the AbbVie Care patient support
program (PSP) which provides them with personalized services including ongoing
care coach calls (CCC). In a previous study, rheumatology patients enrolled in
Abbvie Care receiving CCC demonstrated significantly greater persistence and
adherence to ADL than patients that did not receive CCC (no-CCC).
Objectives: The objective of this study was to examine if ADL patients receiving
CCC through the ADL PSP had an increased likelihood of achieving controlled
disease state as determined by a Bath Ankylosing Spondylitis Disease Activity
Index (BASDAI) score <4 compared to those not receiving CCC.
Methods: A longitudinal analysis using de-identified aggregate-level data collected
through the AbbVie Care PSP was performed. Probabilistic matching was used
to link patient-level records from the ADL PSP database to records from the
QuintilesIMS longitudinal prescription transactions database (LRx). Patients were
indexed on the date of their first ADL transaction between January 2010 and
October 2015. The ADL PSP database included patient measurements of the
BASDAI, a measure of disease activity. To be eligible, patients had to have a
baseline BASDAI measurement between 90 days before and 30 days after their
index date and have had a follow-up BASDAI measurement 6 to 18 months later.
Only patients that were confirmed to be persistent on ADL as confirmed through
the LRx records were included in the comparison. Controlled disease (BASDAI
<4) at the time of the follow-up BASDAI assessment was compared in patients
having received CCC and patients without CCC. Robust Poisson regression was
used to estimate the adjusted relative risk (RR) of controlled disease. Analyses
were adjusted for patient age group, sex, region, prior biologic use, days lapsed
between BASDAI assessments, and baseline disease control status category.
Results: A total of 249 AS patients met eligibility criteria and 123 (49%) of
these had received CCC. Of the 249 patients, 184 (74%) had controlled disease
(BASDAI <4) at the follow-up assessment, 98 (80%) in the CCC group and 86
(68%) in the no CCC group. In the multivariable regression analysis, there was
a 23% increased likelihood of achieving controlled disease in the CCC group
relative to the group without CCC (RR=1.23, 95% confidence interval: 1.06–1.42;
p-value =0.0055).
Conclusions: AS patients receiving tailored services through the ADL PSP in
the form of care coach calls have an increased likelihood of achieving controlled

disease within 6 to 18 months. These results may help refine interventions aiming
at improving clinical outcomes in AS patients.
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Background: Ankylosing spondylitis (AS) patients (pts) were found to respond
better to TNF inhibitors (TNFi) if treated early in the disease course.1 The actual
disease onset and hence disease duration is not always known. Previously,
younger age was found to have the largest positive impact on clinical outcomes
following 12 weeks (wks) of adalimumab (ADA) treatment.2

Objectives: The objective of this analysis was to examine the impact of time
since diagnosis, age, and number of prior NSAIDs as surrogates for disease
duration on clinical outcomes in AS pts from ATLAS trial treated with ADA for 52
wks.
Methods: ATLAS3,4 was a phase 3 randomized double-blind placebo (PBO)-
controlled trial evaluating the safety and efficacy of originator ADA in pts with
active AS who failed NSAID therapy. In this post hoc analysis, pts who received at
least one dose of ADA during the PBO-controlled period or open label extension
and received prior NSAID(s) at baseline (BL) were categorized by BL: (1) time
since diagnosis (<2 vs ≥2; <5 vs ≥5; <10 vs ≥10 years [y]), (2) age (<35,
35–45, and >45 y), and (3) number of prior NSAIDs (≤2 vs >2). The effect of
time since diagnosis, age, and number of prior NSAIDs on AS outcome measures
following 52 wks of ADA treatment was examined.
Results: At wk 52, 274 pts had received at least one dose of ADA and had at
least one prior NSAID at BL. A majority of pts were ≥5 y since AS diagnosis
(188 [68.6%]), ≤45 y of age (163 [59.5%]), HLA-B27+ (213 [77.7%]), and had ≤2
prior NSAIDs (158 [57.7%]). Pts with shorter time since diagnosis were generally
younger (late thirties). Across all subcategories, >70% of pts were male. The
BL disease activity measures were numerically similar across most categories.
Following 52 wks of ADA treatment, the proportions of pts achieving ASAS20 and
ASAS40 responses were numerically higher and mean decreases in BASDAI and
BASFI scores from BL larger in subcategories with shorter time since diagnosis,
younger age, and fewer prior NSAIDs (Table). There were significant differences
in ASAS40, BASDAI, and BASFI scores between time since diagnosis (<2 vs ≥2
and <5 vs ≥5 y) and age (<35 vs >45 y) subcategories.

Conclusions: Following 52 wks of ADA treatment, shorter time since diagnosis
and younger age were associated with greater clinical responses and improve-
ments in disease activity and functionality. Although younger age (<35 vs >45 y)
had significant positive impact on the clinical outcomes similar to wk 12 results,
shorter time since diagnosis (<2 vs ≥2 and <5 vs ≥5 y) was also associated
with better 52-wk clinical outcomes. These results suggest that early effective
treatment intervention may improve long-term clinical outcomes in AS pts.
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