Safety and efficacy of tofacitinib, an oral Janus kinase inhibitor, up to 36 months in patients with active psoriatic arthritis:
data from the second interim analysis of OPAL Balance, an open-label, long-term extension study
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Safety and efficacy analyses » Four (0.6%) patients met discontinuation criteria for laboratory values:

» Safety data are reported to Month 36.

Safety

> By Month 36, 1,685 adverse events (AEs) had been reported in 502 (73.2%) — One patient discontinued due to two sequential increases of hemoglobin
patients (Figure 2): values of <8.0 g/dL or decreases of >30% from baseline value

Efficacy
» The efficacy of tofacitinib was maintained over time in the LTE.
>» At Month 24, 55/82 (67.1%), 41/82 (50.0%), and 22/82 (26.8%) patients had an

Conclusions

Introduction

» Psoriatic arthritis (PsA) is a chronic immune-mediated inflammatory >» Efficacy data are reported to Month 24 as sample sizes were too small

>

musculoskeletal disease characterized by joint inflammation, enthesitis,
dactylitis, spondylitis, as well as skin and nalil lesions. It may lead to joint
destruction, progressive disability and reduced quality of life.!”®

Tofacitinib is an oral Janus kinase inhibitor under investigation for the treatment
of PsA.

beyond this point for meaningful analysis.

» Reported endpoints:
— American College of Rheumatology (ACR)20, ACR50, and ACR70 response rates
— Psoriasis Area and Severity Index 75% improvement (PASI75)

— Seventy-two (10.5%) patients had experienced serious AEs (SAESs)

— Fifty-two (7.6 %) patients discontinued due to AEs.

Figure 2. Safety assessment up to Month 36 in the LTE study

— One patient discontinued due to two sequential platelet counts <75x10%/L

— One patient discontinued due to two sequential AST or ALT elevations
=35 times the ULN regardless of total bilirubin or accompanying signs or
symptoms

— One patient discontinued due to two sequential increases in serum

ACR20, ACR50, and ACR70 response, respectively (Figure 4a—-c), and 40/58
(69.0%) patients achieved PASI75 (Figure 4d).

» Reductions from baseline in HAQ-DI, LEI, DSS, and pain were maintained
throughout the LTE study to Month 24 (Figure 4e-h).

» In this second interim analysis of data from patients
with active PsA receiving tofacitinib for up to
36 months in the LTE study, OPAL Balance:
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To evaluate the long-term safety, tolerability (primary objectives), and efficacy
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