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The European Medicines Agency’s Pharmacovigilance Risk 
Assessment Committee (PRAC) recently concluded, following 
review of evidence submitted by the Marketing Authorisation 

Holder (MAH) for Gilenya▼* (fingolimod), that fingolimod is now 
contraindicated in pregnant women and women of childbearing 
potential not using effective contraception.

Fingolimod is indicated as single disease modifying therapy in 
adults and paediatric patients aged 10 years and older, with 
highly active relapsing remitting multiple sclerosis (MS) despite a 
full and adequate course of treatment with at least one disease-
modifying therapy. Additionally, fingolimod is indicated in patients 
with rapidly evolving severe relapsing remitting MS defined by 
two or more disabling relapses in one year, and with one or 
more gadolinium enhancing lesions on brain MRI or a significant 
increase in T2 lesion load as compared to a previous recent MRI.

The receptor affected by fingolimod (sphingosine-1-phosphate 
receptor) is involved in vascular formation during embryogenesis 
and animal studies conducted in rats have shown reproductive 
toxicity associated with fingolimod exposure. 

Post-marketing data in humans suggest that use of fingolimod is 
associated with a two-fold increase in the risk of major congenital 
malformations when administered during pregnancy compared 
with the rate observed in the general population (2-3%; Eurocat1).

The most frequently reported major malformations include:
•	 congenital heart disease such as atrial and ventricular septal 

defects, tetralogy of Fallot,
•	 renal abnormalities,
•	 musculoskeletal abnormalities.

Advice to Healthcare Professionals

For women of childbearing potential, ensure before treatment 
initiation and during treatment that:
•	 The patient is informed of the risk of harmful effects to the 

foetus associated with fingolimod treatment,
•	 A negative pregnancy test result is available before treatment 

initiation,
•	 Effective contraception is used during treatment and for 2 

months after treatment discontinuation,
•	 Fingolimod treatment is stopped 2 months before planning a 

pregnancy.

If a woman becomes pregnant during treatment:
•	 Fingolimod must be discontinued,
•	 Medical advice should be given to the patient regarding the risk 

of harmful effects to the foetus,
•	 The pregnancy should be closely monitored and ultrasonography 

examinations should be performed. 

Fingolimod (Gilenya▼) now contraindicated in pregnant women and in women 
of child bearing potential not using effective contraception

Key Message

•	 Post-marketing data suggest that use of fingolimod is associated with a two-fold increase in the risk of major congenital 
malformations when administered during pregnancy compared with the rate observed in the general population.

•	 Fingolimod is now contraindicated in pregnant women and women of childbearing potential not using effective contraception.
•	 A Direct Healthcare Professional Communication (DHPC) was circulated to relevant healthcare professionals in August 2019 and is 

available from the HPRA website (www.hpra.ie).
•	 The product information for fingolimod (Summary of Product Characteristics (SmPC) and Package Leaflet (PL)) will be updated with 

the above information.
•	 Educational materials for both patients and healthcare professionals will also be updated to facilitate patient counselling on the risk 

of reproductive toxicity with fingolimod.
•	 All reports of suspected adverse reactions should be reported to the HPRA via the available options (www.hpra.ie).

*Further details on Gilenya▼ are available on www.hpra.ie and www.ema.europa.eu.

Reference
1. European network of population-based registries for the epidemiological surveillance of congenital anomalies (www.eurocat-network.eu)

This section has been supplied by the HPRA for use in MIMS Ireland. However, the HPRA is independent and impartial to any 
other information contained in this directory.




