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The European Medicines Agency’s (EMA) Pharmacovigilance Risk Assessment Committee (PRAC) recently evaluated 
a signal arising from a registry study which reported an association between the use of oral fluconazole during 
pregnancy and the risk of spontaneous abortion and stillbirth.  Fluconazole is a triazole antifungal agent licensed in 
Ireland, for treatment and prevention of specified fungal infections in adults and children, under various brand names 
and in a number of different presentations (capsules, powder for oral suspension, and solution for infusion). Previous 
studies regarding safety of fluconazole in pregnancy have linked high-dose treatment and long-term treatment to 
birth defects. The recent registry-based cohort study1 suggested an increased risk of spontaneous abortion in women 
treated with fluconazole during the first trimester. A statistically significant increased rate for stillbirth was not found 
(although the study may have been underpowered). This well-conducted observational study had some limitations 
and there was insufficient evidence to support a dose relationship. The registry study was considered, along with a 
cumulative review of all available data from clinical trials, post-marketing data and literature publications concerning 
the risk following exposure to fluconazole during pregnancy. In this regard, PRAC has recommended an update to 
the product information for all formulations of fluconazole-containing medicinal products with respect to the risk of 
spontaneous abortion. Product information already advises against fluconazole use in pregnancy. 

Advice to Healthcare Professionals

• Fluconazole in standard doses and short-term treatments should not be used in pregnancy unless clearly necessary.

• Fluconazole in high-dose and/or in prolonged regimens should not be used during pregnancy except for potentially 
life-threatening infections.

Reminder that fluconazole should not be used in pregnancy

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.

Key Message

• An observational study has suggested an increased risk of spontaneous abortion in women treated with fluconazole 
during the first trimester. Previous studies have linked high-dose treatment and long-term treatment to birth defects.

• Fluconazole in standard doses and short-term treatments should not be used in pregnancy unless clearly necessary, 
while fluconazole in high-dose and/or in prolonged regimens should not be used during pregnancy except for 
potentially life-threatening infections.

• Any suspected adverse reactions should be reported to the HPRA through the available options (www.hpra.ie).

Further information on fluconazole-containing products is available from www.hpra.ie
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