Safety Alert Aug 2024

Upadacitinib — Risk of vertigo and dizziness

EDA performs label update to include the following:

Effects on ability to drive and use machines
Upadacitinib may have a minor influence on the ability to drive and use machines because dizziness and vertigo may
occur during treatment with Upadacitinib

Undesirable effects

System Organ Class Common

Nervous system disorders Dizziness

Ear and Lab disorders Vertigo
Background:

Theraputic Indication

Psoriatic arthritis

Axial spondyloarthritis

Ankylosing spondylitis (AS, radiographic axial spondyloarthritis)
Atopic dermatitis

Ulcerative colitis

Crohn’s disease
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