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Resumen

Introduction: Our aim was to evaluate the impact of the exposure of biologics in utero on the
psychomotor development of children during the first year of life.

Methods: Data from children included in the DUMBO registry with complete AQS-3 available up to
12 months of age were analysed. DUMBO is a prospective, observational, and multicentre registry
endorsed by GETECCU, which enrolls pregnant women with IBD throughout 5 years in 70 centres in
Spain. Study protocol is summarized in figure 1a. Normal psychomotor development was defined by
ASQ-3 scores above the lower limit of normality (referral zone) in all domains. Serious adverse
events (SAE) were defined in accordance with the ICH Topic E 2 A Clinical Safety Data
Management.

Results: 352 children born to 343 mothers were included (9 pair of twins) (tables 1a, 1b and 1c).
134 children (38%) had been exposed to biologics in utero; from them, 50 (37%) had been exposed
to adalimumab, 44 (32%) to infliximab, 3 (2.2%) to certolizumab, 1 (0.7%) to golimumab, 28 (20%) to
ustekinumab, and 10 (7.5%) to vedolizumab. 8% of the mothers were smokers during pregnancy; no
other toxic consumption (alcohol or drugs) was recorded. The ASQ-3 results across different
domains are presented in figure 1b, and the impact of the different factors associated with the
neurodevelopment is summarised in table 1d. In the multivariate analysis, to have been born to a
mother with CD (vs. UC) was associated with higher likelihood (OR = 2, 95%CI = 1.1-3.9), while to
be premature was associated with lower likelihood (OR = 0.3, 95%CI = 0.1-0.6) of having ASQ-3
scores above the limit of normality in all domains at 12 months of age.
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Conclusions: In the multicenter, prospective DUMBO registry, the exposure to biologics for the
treatment of IBD in utero (including anti-TNF and non-anti-TNF agents) did not impair the
psychomotor development of the children.


