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Background/Purpose: Secukinumab, an anti-interleukin-17A monoclonal antibody, provided
rapid and significant improvements in the key clinical domains of psoriatic arthritis (PsA) in the
FUTURE 1 study (NCT01392326) with improvements sustained through 2 years.! Here, we present
efficacy and safety results through 3 years in the extension of the FUTURE 1 study.

Methods: A total of 606 adults with active PsA were randomized to receive secukinumab or
placebo (PBO). Secukinumab patients (pts) received a 10 mg/kg i.v. loading dose at baseline (BL),
Weeks (Wks) 2 and 4, and then either 150 mg s.c. (IV- 150 mg) or 75 mg s.c. (IV- 75 mg) every 4
wks. PBO was given on the same dosing schedule. At Wk 16 or Wk 24, based on Wk 16 clinical
response, PBO-treated pts were re-randomized to receive secukinumab 150 or 75 mg s.c. At Wk
104, pts could enter the extension phase of the study. Efficacy results at Wk 156 are presented for
pts that were originally randomized to secukinumab (n = 308). Clinical assessments at Wk 156
included: ACR20/50/70, PASI 75, DAS28-CRP, SF-36 PCS, HAQ-DI, dactylitis, and enthesitis. Multiple
imputation was applied to missing binary variables. Summary statistics are based on relative
frequencies for binary variables and mean (+SD) for continuous variables. Analyses stratified by
anti-TNFa status (anti-TNFa-naive and anti-TNFa inadequate response [IR]) were pre-specified
and reported as observed. Safety analysis is based on exposure adjusted incidence rate (EAIR). All
pts (n = 587) who received =1 dose of study treatment through 156 wks were included in the

pdfcrowd.com


http://acrabstracts.org/tag/randomized-trials-and-safety/
http://acrabstracts.org/tag/psoriatic-arthritis/
http://acrabstracts.org/tag/monoclonal-antibodies/
http://acrabstracts.org/meetings/2016-acrarhp-annual-meeting/
http://acrabstracts.org/sessions/spondylarthropathies-and-psoriatic-arthritis-clinical-aspects-and-treatment-i-psoriatic-arthritis-treatment-2016
http://acrabstracts.org/meetings/2016-acrarhp-annual-meeting/?viewby=date&date=2016-11-13
http://pdfcrowd.com

safety analysis.

Results: Overall, 457 of the original 606 pts entered the extension study (including 308 originally
randomized to secukinumab) of which 435 pts completed 156 wks (151 ptsin IV 150 mg group;
142 in IV-75 mg group; 142 in PBO - secukinumab groups). At Wk 156, ACR 20/50/70 response
rates were 76.8/54.9/32.9% with IV- 150 mg and 65.2/39.0/26.0% with IV- 75 mg, respectively.
Sustained clinical improvements through Wk 156 were observed across other clinically important
domains of PsA. Improvements were sustained in both anti-TNFa-naive and anti-TNFo-IR pts
(Table). Over the entire study period (mean [+ SD] exposure to secukinumab of 1025.1 + 372.7
days) the type, incidence and severity of adverse events (AEs) were consistent with those reported
previously.! EAIRs for serious infections/infestations, candida infections, Crohn’s disease,
malignant/unspecified tumors, and major adverse cardiac events with secukinumab were 1.7, 1.2,
0.1,0.9, and 0.7 per 100 pt-years, respectively.

Conclusion: Secukinumab provided sustained improvements in signs and symptoms and multiple
clinical domains of active PsA in pts who completed 3 years of therapy. Secukinumab was well
tolerated with a safety profile consistent with that previously reported. References: 1. Mease PJ, et
al. Arthritis Rheumatol. 2015; 67 (suppl 10).

Table. Summary of Efficacy Results at Week 156
Variables
Secukinumab Secukinumab
IV-150 mg IV-75 mg
(n=161) (n =147)

ACR 20/50/702
PASI 7520 (%
responders) 75.6 58.6
DAS28-CRPS,
mean change -1.94(1.3) -1.85(1.5)
(SD)
SF-36 PCSES,
mean change 6.0 (8.5) 5.5 (7.3)
(SD)
HAQ-DI¢, mean
change (SD) -0.43 (0.6) -0.42 (0.6)
Resolution of
dactylitis®d (%) 88.1 86.8
Resolution of
enthesitis &9 (%) 76.7 74.8
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Analysis by anti-TNFa status®

Anti-TNFa-naive Anti-TNFa-IR
Secukinumab Secukinumab Secukinumab Secukinumab
IV-150 mg IV-75mg IV-150 mg IV-75mg
(n =120) (n=110) (n =41) (n=37)
ACR20/50/70 (%
responders) 81.0/62.9/38.8 67.3/43.0/28.0 61.5/35.9/17.9 55.6/27.8/19.4
PASI 75 (%

aMultiple imputation (missing binary variables); PAnalysis performed in psoriasis subset pts,
i.e. pts with psoriasis 23% body surface area at time of randomization (n = 89 in secukinumab
IV 150 mg and n = 82 in secukinumab IV- 75 mg); “Observed data; 9Data from the pts with
these symptoms at BL (dactylitis, n = 83 in secukinumab IV- 150 mg and n = 77 in secukinumab
IV-75 mg and enthesitis, n = 99 in secukinumab IV- 150 mg and n =91 in secukinumab IV- 75
mg). ACR, American College of Rheumatology response criteria; BL, baseline; DAS28-CRP,
Disease Activity Score 28 using C-reactive protein; HAQ-DI, Health Assessment Questionnaire
Disability Index; IV, intravenous; n, number of pts in the extension study; PASI, Psoriasis Area-
and-Severity Index; SF-36 PCS, short form-36 physical component summary
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