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* Maternal immunisation can greatly reduce the burden of respiratory and other diseases in infants.

* For a better interpretation of safety data from clinical trials, it is paramount to understand the
background rates of pregnancy outcomes and neonatal events of interest.

* Yet, such data are scarce and their collection is not standardised in low- and middle-income (LMI) regions.

Introduction

To evaluate the incidence of neonatal events of interest that may be considered adverse events if
they occur following maternal vaccination in neonates born to mothers from LMI regions.

Objective

Methods

Prospective, multi-country, low-interventional (without administration of medicines), cohort study
(NCT03614676)
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Key findings

Overall, the most common neonatal events reported were
low birth weight (LBW), preterm birth, small for gestational
age and congenital anomalies.

Compared to the overall analysis, the percentage (%) of
- LBW neonates tended to be higher in the Philippines,
Bangladesh and Malaysia
* preterm birth and small for gestational age
was higher in Bangladesh
 congenital anomalies was higher in South Africa.

Conclusions

The incidence of neonatal events of special interest in
neonates born to healthy women in LMI regions was
established using a standardised and harmonised approach.
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n=number of infants with a specific event; LBW=Ilow birth weight (<2500 g, including very LBW [<1500 g]); *at <37 completed weeks
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Confidence intervals are depicted as error bars.
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gestation; **birth weight <10™ percentile for gestational age as assessed against a validated global, regional or local standard.
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