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were on csDMARDs only, 616 (42%) were on first line biologic/targeted synthetic
(ts)DMARD therapy, and 172 (12%) were on second line biologic/tsDMARD
therapy. The relationship between skin severity and joint activity was statistically
significant (p<0.0001) with a correlation of 0.183. Results were similar when
adjusting separately for treatment and for duration of PsA and PsO. Greater age,
female gender, higher dactylitis count, not achievement of MDA, higher HAQ, and
patient reported pain and fatigue affected the relationship.

Conclusions: The relationship between skin severity and joint activity is

statistically significant and varies by age, gender, MDA, HAQ, and patient

reported pain and fatigue. This suggests degree of skin involvement is important
to take into account when evaluating PsA patients.
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EFFECTIVENESS OF ANTI-TNFS ON DACTYLITIS AND
ENTHESITIS IN PATIENTS WITH PSORIATIC ARTHRITIS:
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ARTHRITIS/SPONDYLOARTHRITIS REGISTRY
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Background: Dactylitis and enthesitis are common disease manifestations
encountered in nearly 10-30% of patients with psoriatic arthritis (PsA). Previous
clinical trial data suggests that anti-tumor necrosis factors (aTNFs) are effective in
controlling dactylitis and enthesitis among PsA patients, however there are limited
data from real world studies.

Objectives: To evaluate the effectiveness of aTNFs on dactylitis and enthesitis in
patients with PsA enrolled in Corrona, a large US observational cohort of patients
with PsA and spondyloarthritis.

Methods: Adult PsA patients who initiated or were currently on an aTNF at
registry enroliment (baseline) between 3/2013-9/2016 and had a 12 month
follow-up visit were included. Dactylitis was defined as a non-zero total dactylitis
score on a scale 0-20 and enthesitis was defined by a non-zero score on the
SPARCC enthesitis index, 0—16. The primary outcome was change in dactylitis
and enthesitis scores at 12 months from baseline. Descriptive analysis of patient
characteristics at baseline was examined and change in outcomes was evaluated
using t-tests.

Results: There were 28 patients with dactylitis and 77 patients with enthesitis
who met the inclusion criteria. Patients with dactylitis and enthesitis had a mean
(SD): age of 48.2 (14.8) and 53.5 (11.5) years, body mass index of 30.8 (6.6)
and 31.4 (7.6), disease duration of 9.3 (9.1) and 8.1 (7.7) years, and 28.6% and
45.5% were on methotrexate combination therapy respectively. Patients had a
mean clinical disease activity index of 15.1 in both groups, 40.0% and 17.1%
were in minimal disease activity, mean (SD): body surface area was 4.4 (4.4) and
5.2 (9.7), pain was 33.1 (29.5) and 43.3 (27.5) on a visual analogue scale (VAS)
of 0—100, and more than 80% and 90% of patients had some morning stiffness
in the dactylitis and enthesitis groups, respectively. At 12 months from baseline,
there were significant improvements in both dactylitis and enthesitis scores in
patients with PsA treated with aTNFs (Table).
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Table: Primary outcomes in PsA patients on aTNFs at 12 months from baseline
Change in score
At12 th
At enroliment lrr.mn : (enroliment - 12 p-value®
visit i
month visit

Dactylitis Count (0-20) n=28 n=28 n=28

Mean (+ SD) 2.1 (¥1.5) 0.5 (+1.1) -1.6 (+1.8) 0.001
SPARCC Enthesitis Count (0-16) n=77 n=77 n=77

Mean (£5D) | 4.1(¢3.2) 1.9 (+2.8) -2.2($3.2) <0.001
SPARCC: Spondyloarthritis Research C of Canada; *Calculated based on a t test assessing whether the change in

counts differs from 0

Conclusions: In this clinical registry, aTNF therapy significantly improved both
dactylitis and enthesitis at 12 months. Further evaluation of secondary outcomes
and larger studies with comparator cohorts will further validate the effectiveness
of aTNFs in improving the outcomes in PsA patients.
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CONSISTENT SAFETY PROFILE WITH UP TO 4 YEARS OF
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Background: Apremilast (APR), an oral phosphodiesterase 4 inhibitor, regulates
immune activity in psoriatic arthritis (PsA) patients. Safety data were pooled from
the phase 3 PALACE 1, 2, and 3 studies.

Objectives: Evaluate the long-term safety of APR treatment for up to 4 years in
patients with active PsA despite prior conventional DMARDs and/or biologics.
Methods: Patients were randomized at baseline (1:1:1) to placebo (PBO), APR 30
mg BID (APR30), or APR 20 mg BID (APR20). PBO patients were re-randomized

APR-Exposure Period*
Weeks Weeks Weeks Weeks
0to =52 >52 10 £104 >104 10 156 | >156 t0 <208
APR30 APR30 APR30 APR30
n=721 n=520 n=443 n=401
Patients, n (%)
21AE 524 (72.7) 316 (60.8) 284 (64.1) 234 (58.4)
21SAE 47(6.5) 35(6.7) 40(9.0) 28(7.0)
AE leadingto drug withdrawal 56(7.8) 13(2.5) 7(1.6) 7(1.7)
Death 0(0.0) 15(0.2) 0(0.0) 221 (0.5)
AES in 25% of patients, n (%)
Diarrhea 112 (15.5) 20(3.8) 12(2.7) 4(1.0)
Nausea 108 (15.0) 1(21) 10(2.3) 3(0.7)
Headache 75(10.4) 17 (3.3) 12(2.7) 701.7)
Upperrespiratorytract infection 60(8.3) 27(5.2) 24(5.4) 21(5.2)
Nasopharyngitis 41(5.7) 31(6.0) 20(4.5) 26 (6.5)
Select marked abnormalities in clinical laboratory parameters, nim (%)
Alanine aminotransferase >3x ULN 9/713 (1.3) 2/518 (0.4) 21442 (0.5) 11401 (0.2)
Creatinine »1.7x ULN 1713 (0.1) 0/518 (0.0 0/442 (0.0) 1/401(0.2)
Leukocytes =1.5, 10%L 0/713 (0.0) 0/517 (0.0) 0/442 (0.0) 0/401(0.0)
Neutrophils <1, 10%L 2M13(0.3) 3/517 (0.6) 2/442(0.5) 2/401(0.5)
Platelets <75, 10°%L 0/713 (0.0) 0/517 (0.0) 1/441(0.2) 0/399 (0.0)
Hemoglobin, male <10.5 g/dL, female<85¢/dL| 5/713(0.7) 4/517 (0.8) 5/442 (1.1) 5/401(1.2)
*Includes all patients who received APR duringthe time interval relative to the start of APR treatment $Motor vehicle
accidenton Day 489. *Cerebrovascular accident on Day 1330 in a 69-year-old man, considerad unrelatedto study
drug; patienthad history of myocardialinfarction, alrial fibrillation, and cerebrovascular accident. IStroke on Day 1224
in a 58-year-old woman, considered unrelated o study drug; patient had a history of chronic ischemic heart disease,
P 5 i and atri illation. APR: ilast30 mg BID; 'se event; of
patients with =1 occurrence of the atanytime of patients with 21 post-baseline value;
ULN=upperlimit of normal.




