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Crohn’s Disease

STELARA 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.
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4.4  Special warnings and precautions for use

Systemic and respiratory Hhypersensitivity reactions

Systemic

Serious hypersensitivity reactions have been reported in the postmarketing setting, in some
cases several days after treatment. Anaphylaxis and angioedema have occurred. If an
anaphylactic or other serious hypersensitivity reaction occurs, appropriate therapy should be
instituted and administration of STELARA should be discontinued (see section 4.8).

Respiratory
Cases of allergic alveolitis and eosinophilic pneumonia have been reported during post-

approval use of ustekinumab. Clinical presentations included cough, dyspnoea, and interstitial
infiltrates following one to three doses. Serious outcomes have included respiratory failure and
prolonged hospitalisation. Improvement has been reported after discontinuation of
ustekinumab and also, in some cases, administration of corticosteroids. If infection has been
excluded and diagnosis is confirmed, discontinue ustekinumab and institute appropriate
treatment (see section 4.8).

4.8 Undesirable effects

Respiratory, thoracic and Common: Oropharyngeal pain
mediastinal disorders Uncommon: Nasal congestion
Rare: Allergic alveolitis, eosinophilic pneumonia
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