Dolutegravir and risk of neural tube defects.

WHO, the European Medicines Agency, the US Food and Drug
Administration, and Swissmedic issue a warning about the possible risk of
neural tube defects after exposure to dolutegravir (Tivicay®, Triumeq®)
during early pregnancy.

Preliminary results from an ongoing observational surveillance study of
birth outcomes among pregnant women on antiretroviral therapy in
Botswana, showed that 0.9% (4/426) newborns whose mothers were
taking dolutegravir at the time of conception had a neural tube defect
compared with 0.1% (14/11'173) newborns of mothers who took other
HIV treatments [1]. An analysis from the same study found no significant
differences between dolutegravir (280) and efavirenz-based (395)
treatment regimens on any adverse birth outcomes in women who started
treatment during pregnancy, and no neural tube defects were identified
[2]. In the upcoming months, further data from this study will provide
more information.

Limited previously published data did not indicate any clear safety signals
for pregnant women treated with dolutegravir in terms of congenital
anomalies and other birth outcomes [3]. However, there is only limited
safety data available to support the use of dolutegravir during pregnancy.
Further studies on dolutegravir during pregnancy are necessary.
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