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e Due to the risk of congenital malformations in fetuses exposed to fingolimod in wfero, Fingolimod
i< now contraindicated in pregnant women and in women of chiidbearing potential not using
effective contraception.

¢ For women of childbearing potential, ensure that:

patients are informed of the risk of harmful effects to the fetus associated with fingolimod

treatment;

o a&negative pregnancy test result is availebiz before treatinent initiation;

o effactive contraception is used during treatment and for 2 monihs afier treatment

o

discontinuation;
o fingolimod treatment is stopped 2 months before planning a prégnancy.
e [fawoman becomes pregnant during treatment, Fingolimod must be dizcontinued and the paiient
should be given medical advice about the risk of harmful effects to the fetus, The pregnancy should
be closely monitored, and ultrasonography examinations should be performed.

These updated recommendaticns follow a review of available data triggered by post-marketing reporis
suggesting that infants born 1o mothers treated with fingolimod during pregnancy have a two-fold increased
risk of major congenital malformations compared with the rate observed in the general population (which is
2-3 %, according to EUROCAT - the European netwark of population-based repistries for the

. ¥ . . . 1
epidemiological surveillance of congenital anomalies

The most frequently reported major maiformations in infants exposed to fingolimod in urero are congenital
heart diseases (such as atrial end ventricular septal defects, tetralogy of Fallot), renal abnormalities and
musculoskeletal abnormalities.
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Health care professionals and patients are encouraged to report adverse events or side
effects to JFDA by using:
e Website: www.ifda io
o Email: jpc@jfda.jo
e Mobile application: (Jordan fda)
e Yellow card form.
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