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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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Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125 Tel: +972-3--33733140 Fax (local): + 972-3-3733150
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4.6 Fertility, pregnancy and lactation

Breast-feeding

Vedolizumab has been detected in human milk. The effect of vedolizumab on breast-fed infants, and the effects on milk
production -s are unknown. In a milk-only lactation study assessing the concentration of vedolizumab in breast milk of
lactating women with active ulcerative colitis or Crohn’s disease receiving vedolizumab, the concentration of vedolizumab
in human breast milk was approximately 0.4% to 2.2% of the maternal serum concentration obtained from historical studies
of vedolizumab. The estimated average daily dose of vedolizumab ingested by the infant was 0.02 mg/kg/day, which is
approximately 21% of the body weight-adjusted average maternal daily dose.

The use of vedolizumab in lactating women should take into account the benefit of therapy to the mother and potential risks
to the infant.

5.2 Pharmacokinetic properties
Elimination

Population pharmacokinetic analyses based on intravenous and subcutaneous data indicate that the clearance of
vedolizumab has-a-tetal-body-clearance-ef-is approximately 0-169- 0.162 L/day (through linear elimination pathway) and &
the serum half-life of24 is 26 days. The exact elimination route of vedolizumab is not known. Population pharmacokinetic
analyses suggest that while low albumin, higher body weight and prior treatment with anti-TNF drugs may increase
vedolizumab clearance, the magnitude of their effects is not considered to be clinically relevant.
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