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Resumen

Introduction: Upadacitinib (UPA) is an oral selective and reversible Janus kinase inhibitor. Data are limited
on the impact of inflammatory burden on the efficacy of the two maintenance doses of UPA (30 mg and 15
mg once daily [QD]).

Methods: The primary efficacy analysis of U-ACHIEVE Maintenance included the first 451 patients who
achieved a clinical response after 8 weeks of UPA 45 mg QD treatment. The primary endpoint was clinical
remission per Adapted Mayo score at week (wk) 52 and a key secondary endpoint was endoscopic
improvement at wk 52. This post hoc analysis evaluated the efficacy, based on these endpoints, of UPA 30
mg vs. UPA 15 mg maintenance therapy in patients in U-ACHIEVE Maintenance stratified by three
measures of inflammatory burden: baseline Full Mayo score > 9 vs. &le; 9, presence of pancolitis (yes vs.
no), and presence of &ge; 1 extraintestinal manifestation (yes vs. no).

Results: Both UPA 30 mg and UPA 15 mg demonstrated favorable efficacy compared with PBO, regardless
of the inflammatory burden. However, the differences in proportions of responders who achieved clinical
remission at wk 52 with UPA 30 mg vs. UPA 15 mg were greater in patients with a high inflammatory
burden (difference: 12.0 -22.0%) than those without high inflammatory burden (difference: 1.4-6.2%).
Similar results were seen for endoscopic improvement at wk 52 (high inflammatory burden [difference: 12.0-
26.1%] relative to those without high inflammatory burden [difference: 0.2-14.1%]).
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Conclusions: Both UPA maintenance doses were efficacious compared with PBO, regardless of
inflammatory burden, in the achievement of clinical remission and endoscopic improvement. Although
results should be interpreted with respect to the small sample size in some subgroups and the post hoc nature
of the analysis, these data suggest that patients with a high inflammatory burden of UC may have a relatively
greater benefit from UPA 30 mg than UPA 15 mg, compared with those without high inflammatory burden.
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