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ORIGINAL ARTICLE

Tofacitinib versus Methotrexate
in Rheumatoid Arthrits

Eun Bong Lee, M.D., Roy Fleischmann, M.D., Stephen Hall, M.D.,

Bethanie Wilkinson, Ph.D., John D. Br 1rJ|-?-3. M. E , David Gruben, Ph.D.,
Tamas Koncz, M.D., Sriram Krishnaswami, Ph.D., Gene V. Wallenstein, Ph.D.,
Chuanbo Zang, Ph.D., Samuel H. Zwillich, M.D., and Ronald F. van Vollenhoven, M.D.,
for the ORAL Start Investigators®

ABSTEACT

BACKGROUND

Methotrexate is the most frequently used firseline antirheumartic drug. We report the
findings of a phase 3 study of monotherapy with tofacitinib, an oral Janus kinase inhibi-
tor, as compared with methotrexate monotherapy in patients with rheumatroid archritis
who had not previously received methotrexate or therapeutic doses of methotrexate.
METHODS

We randomly assigned 958 patients to receive 5 mg or 10 mg of tofacitinib twice
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