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To estimate the incidence of pregnancy outcomes and pregnancy-related events of interest that may be 
considered adverse events if they occur after vaccination in healthy pregnant women in LMI regions.
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Methods Prospective, multi-country, low-interventional (without administration of medicines), 
cohort study (NCT03614676) 

• 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.
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Introduction

Objective

n=number of women with a specific event; &85 women did not attend Visit 5 (delivery) and 
for 5 women data was missing.        

Of 2311 women enrolled, 2222 were included in the analyses (per-protocol set); 
89 did not meet the eligibility criteria, the main exclusion reasons being:

Type and frequency of pregnancy outcomes
(% of a total of 2222 women included in the per-protocol analyses)

Number of women included (N) by country

Pregnancy-related events of interest
(% of a total of 2222 women included in the per-protocol analyses)

*not specified but considered of interest by the investigators; #1 maternal death (due to postpartum haemorrhage 
with eclampsia) was recorded for a woman aged between 18–34 years in Bangladesh. 
No maternal sepsis was reported. Confidence intervals are depicted as error bars.          
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inappropriate gestational age 

pre-pregnancy body mass index <18.5 and >39.9 kg/m2

Healthy pregnant 
women aged 
18–45 years

240/7 –276/7 weeks 
of gestation

Evaluated until 
42

days 
post-deliveryEndpoints
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South Africa (SA) 17.5%

Argentina (AR) 13.5%

Philippines (PH) 11.6%

Colombia (CO) 12.1%

Thailand (TH) 11.7%

Panama (PA) 3.0%
Mexico (MX) 5.4%
Malaysia (MY) 7.3%
Brazil (BR) 8.8%

Bangladesh (BD) 9.0%
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Maternal death#

Gestational liver disease
Polyhydramnios

Antenatal bleeding
Chorioamnionitis

Fetal growth restriction
Postpartum haemorrhage

Oligohydramnios
Gestational diabetes mellitus

Dysfunctional labor
Other pregnancy related event*

Hypertensive disorders of pregnancy
Non-reassuring fetal status

Preterm delivery

The incidence of pregnancy outcomes and 
pregnancy-related events of interest in healthy 
pregnant women in LMI regions was estimated, 
using a standardised and harmonised approach.

This study may facilitate the interpretation of safety 
data in vaccine trials or other studies in pregnant 
women and their neonates.
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The frequency of pregnancy outcomes was relatively similar 
across countries, although some variability was noted. 

Overall, the most frequently reported pregnancy-related 
events were preterm delivery, non-reassuring fetal 
status and hypertensive disorders of pregnancy.

standardised, harmonised 
surveillance methodology        
and case definitions   

Using 

    without congenital anomalies            with congenital anomalies

Live births: 94.8%
(n=2106)

Elective or therapeutic termination 
of pregnancy: 0.5% (n=12)

Antepartum stillbirth: 0.4% (n=8)
Intrapartum stillbirth: 0.3% (n=6)

Missing or unavailable data: 4.1% 
(n=90)&
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