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Crohn’s Disease

WEZLANA is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease
who have had an inadequate response with, lost response to, or were intolerant to either conventional
therapy or a TNFa antagonist or have medical contraindications to such therapies.

Ulcerative colitis

WEZLANA is indicated for the treatment of adult patients with moderately to severely active ulcerative
colitis who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a biologic or have medical contraindications to such therapies.
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4.4 Special warnings and precautions for use

Polysorbate 80

WEZLANA contains 10.8 mg of polysorbate 80 (E433) in each dosage unit which is equivalent to
0.04 mg/mL. Polysorbates may cause allergic reactions.

4.5 Interaction with other medicinal products and other forms of interaction

No-interaction-studies-have-been-performed-in-humans: In the population pharmacokinetic analyses

of the phase-3 studies, the effect of the most frequently used concomitant medicinal products in
patients with psoriasis (including paracetamol, ibuprofen, acetylsalicylic acid, metformin,
atorvastatin, levothyroxine) on pharmacokinetics of ustekinumab was explored

The results of an in vitro study and a phase 1 study in subjects with active Crohn’s disease do not
suggest the need for dose adjustments in patients who are receiving concomitant CYP450
substrates (see section 5.2).

5.1 Pharmacodynamic properties

Study Extension

The safety analysis including 457 patients (1289.9 person-years) followed up to 220 weeks showed
a safety profile between week 44 and 220 that was comparable with that observed up to week 44.




5.2 Pharmacokinetic properties

Requlation of CYP450 enzymes

A phase 1, open-label, drug interaction study, Study CNTO1275CRD1003, was conducted to
evaluate the effect of ustekinumab on cytochrome P450 enzyme activities following induction and
maintenance dosing in patients with active Crohn’s disease (n=18). No clinically significant changes
in exposure of caffeine (CYP1A2 substrate), warfarin (CYP2C9 substrate), omeprazole (CYP2C19
substrate), dextromethorphan (CYP2D6 substrate), or midazolam (CYP3A substrate) were
observed when used concomitantly with ustekinumab at the approved recommended dosing in
patients with Crohn’s disease (see section 4.5).
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