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Ulcerative Colitis:

Entyvio 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 tumour necrosis factor alpha (TNFa) antagonist.

Crohn’s Disease:

Entyvio 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 tumour necrosis factor alpha (TNFa) antagonist.
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Pregnancy
There are limited amount of data from the use of vedolizumab in pregnant women.

In a small prospective observational study the rate of major burth defects was 7.4% m 99 women with ulcerative colitis or Crohn’s disease treated with
vedohzumab and 5.6% i 76 women with ulcerative colitis or Crohn’s disease treated with other biologic agents (adjusted relative nisk (RR) 1.07, 95%

Confidence Interval (CI): 0.33, 3.52).

Amimal studies do not mdicate direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3).

As a precautionary measure, it 1s preferable to avoid the use of vedolizumab during pregnancy unless the benefits clearly outweigh any potential risk to both the
mother and foetus.
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