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Treatment of Crohn's disease, ankylosing spondylitis, Psoriatic arthritis, Rheumatoid arthritis, Ulcerative colitis, Psoriasis.
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4.4 Special warnings and precautions for use
Patients taking TNF-blockers are more susceptible to serious infections.
Patients who develop a new infection while undergoing treatment with Remicade, should be monitored closely and undergo a complete
diagnostic evaluation. Administration of Remicade should be discontinued if a patient develops a new serious infection or sepsis, and
appropriate antimicrobial or antifungal therapy should be initiated until the infection is controlled.
For patients who have resided in or traveled to regions where invasive fungal infections such as histoplasmosis, coccidioidomycosis, or
blastomycosis are endemic, the benefits and risks of Remicade treatment should be carefully considered before initiation of Remicade therapy.

Rare postmarketing cases of hepatosplenic T-cell lymphoma have been reported in patients treated with TNF-blocking agents including
Remicade. This rare type of T-cell lymphoma has a very aggressive disease course and is usually fatal. All Remicade cases have occurred
in patients with Crohn'’s disease or ulcerative colitis and the majority were reported in adolescent or young adult males. All of these
patients had received treatment with azathioprine or 6 - mercaptopurine concomitantly with or immediately prior to Remicade.

The potential risk with the combination of AZA or 6-MP and Remicade should be carefully considered. A risk for the development for
hepatosplenic T-cell lymphoma in patients treated with Remicade cannot be excluded (see sections 4.2 and 4.8).

4.8 Undesirable effects

Unknown: Hepatosplenic T-cell lymphoma (primarily in adolescents and young adults with Crohn'’s disease and
ulcerative colitis), lymphoma (including non-Hodgkin’s lymphoma and Hodgkin's disease)

Rare post-marketing cases of hepatosplenic T-cell lymphoma have been reported in patients with Crohn'’s disease and ulcerative colitis
treated with Remicade, the majority of whom were adolescent or young adult males (see section 4.4).
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