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What was your research question? 
Are CFTR modulators—medications that improve lung and digestive function in people with cystic fibrosis—safe to continue during pregnancy? We wanted to know whether international safety reports show any concerns for mothers or babies when these medicines are used while the mother is pregnant.

Why is this important? 
Many women with cystic fibrosis are now healthier and able to plan families, thanks to CFTR modulators. Stopping treatment during pregnancy can cause health problems for the mother, which may also affect the baby. However, information on the safety of these medicines in pregnancy is still limited. Patients, families, and healthcare teams need clear, evidence-based information to help decide whether the benefits of continuing treatment outweigh potential risks. Understanding real-world safety reports from around the world can help guide these decisions.

What did you do? 
We reviewed pregnancy-related safety reports from VigiBase, the World Health Organization’s global database of medication side-effects. This database collects reports from more than 180 countries. We looked for all reports that described pregnancies in which the mother took CFTR modulators such as ivacaftor, tezacaftor, lumacaftor, or elexacaftor. We examined whether certain problems—like miscarriage, high blood pressure in pregnancy (pre-eclampsia), premature birth, or birth defects—were reported more often than expected compared with reports for all other medicines.

What did you find? 
Among more than one thousand reports, 280 contained enough information for analysis. Two events—miscarriage and pre-eclampsia—were reported more often than expected. There was no sign of increased reporting of premature birth or any specific pattern of birth defects, and no type of anomaly appeared repeatedly. These findings are consistent with recent patient-registry studies, which also have not shown an increased risk of birth defects in babies exposed to CFTR modulators.

What does this mean and reasons for caution? 
An increase in reporting does not necessarily mean a medicine caused the problem. Reports may be incomplete, duplicated, or influenced by closer monitoring or concern when medicines are new, as is the case for CFTR modulators. Miscarriage is also relatively common in all pregnancies. Overall, our findings are reassuring: no consistent link to birth defects or premature birth was seen. Still, the higher reporting of miscarriage and pre-eclampsia should be interpreted with care and needs confirmation through well-designed studies.

What’s next? 
Continued follow-up through pregnancy registries and international monitoring is needed to better understand the risks and support informed decisions. Ongoing research will help ensure that women with cystic fibrosis and their families receive clear, reliable guidance when planning and managing pregnancy.



		Cystic Fibrosis Research News  
	cfresearchnews@gmail.com
image1.png
* x
* *

European qsﬁci iFIbrosIs Society
* *

* *




image2.png
Journal of
Cystlc F|br05|s

unal of the EGpean Cystic





