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A Group B Streptococcal (GBS) vaccine for pregnant women is likely 
to be licensed based on a correlate of protection.1 However, post- 
licensure effectiveness studies will then be needed to evaluate the 
vaccine's impact on prevention of GBS disease among pregnant 
women and babies. Therefore, a priority now is to understand the 
preparedness of different health systems to deliver a GBS vaccine 
and undertake suitable post- licensure surveillance studies.2

A stakeholder evaluation in Uganda and the United Kingdom 
(UK) involving maternal and child- health practitioners, research-
ers and regulators aimed to describe operational strengths and 
gaps relevant to post- licensure GBS vaccine studies. Convenience 
sampling was undertaken from IMPRINT's (Immunizing- PRegnant- 
Immunizing- women- and- infants- NeTwork) professional network 
with clinical, academic, and regulatory stakeholders approached by 
email and interviewed with their informed consent. In November 
and December 2020, nineteen interviews were conducted with 
midwifery (2), general- practice (1), community- health (1), pediatric 
(6), obstetric (2), microbiology (2) and public- health regulatory (5) 

stakeholders: (10 from the UK and 9 from Uganda). The interviews 
focused on three areas relevant to post- licensure vaccine studies; 
(i) existing data- systems for the surveillance of pregnancy, birth, 
and maternal and infant outcomes; (ii) health- system preparedness 
for delivering an additional pregnancy vaccine and (iii) wider stake-
holder engagement for a GBS vaccine.

Stakeholders confirmed that in both the UK and Uganda estab-
lished systems for offering vaccines to pregnant women existed 
which would facilitate the addition of a GBS vaccine. Awareness of 
GBS disease in Uganda was perceived to be much lower compared 
to the UK, but stakeholders in both countries felt that improved 
education and engagement about GBS disease was important for 
both pregnant women and healthcare workers prior to any vaccine 
introduction.3

The UK's strong existing data systems meant stakeholders con-
sidered it well placed for hosting post- licensure GBS vaccine stud-
ies though enhancement of current mother and baby data- linkage 
systems maybe required. In Uganda the lack of electronic health 
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records outside of tertiary or research settings was seen as a major 
barrier to post- licensure GBS studies (see Figure 1). This is likely to 
be reflective of other Low- and- Middle- Income- Countries situations. 
However, stakeholders also felt that further investment into existing 
research databases in Uganda (e.g. the Iganga- Mayuge Health and 
Demographic Surveillance Site or PREPARE study sites) could result 
in suitable systems.4

In planning post- licensure GBS effectiveness studies, each coun-
try's readiness needs careful consideration. To evaluate the impact 
of a future vaccine on GBS disease, timely investment is essential in 
low- and- middle- income countries' electronic health systems.2
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F I G U R E  1  Existing data systems and healthcare system pathways for pregnant women and neonates in Uganda, indicating potential 
operational gaps. ANC, Antenatal Care; VHT, Village Health Teams.
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In the United States (US), the American College of Obstetricians 
and Gynecologists (ACOG) and the Centers for Disease Control and 
Prevention (CDC) use the best available data to establish national 
recommendations for maternal immunization.

Exclusion of pregnant individuals from US coronavirus disease 
2019 (COVID- 19) vaccine trials resulted in limited data regard-
ing the vaccine safety in pregnancy at the time that Emergency 
Use Authorization (EUA) was granted for the first COVID- 19 vac-
cine in adults. In December 2020, as increasing evidence demon-
strated the deleterious effects of severe acute respiratory syndrome 

coronavirus 2 (SARS- CoV- 2) infection in pregnancy, ACOG published 
COVID- 19 Vaccination Considerations for Obstetric- Gynecologic 
Care, a Practice Advisory in which the College recommended that 
vaccination be an option for pregnant individuals.1 Thus, risk– 
benefit analyses regarding COVID- 19 vaccination were made on 
an individual basis by each provider- patient dyad. By April 2021, 
over 100,000 pregnant Americans elected vaccination against 
COVID- 19.2,3 However, less than 5% participated in the V- safe 
Pregnancy Registry— a voluntary, patient- driven surveillance tool de-
veloped by the CDC.2,4 It was not until July 30, 2021, approximately 

 18793479, 2023, 1, D
ow

nloaded from
 https://obgyn.onlinelibrary.w

iley.com
/doi/10.1002/ijgo.14845 by T

est, W
iley O

nline L
ibrary on [27/06/2023]. See the T

erm
s and C

onditions (https://onlinelibrary.w
iley.com

/term
s-and-conditions) on W

iley O
nline L

ibrary for rules of use; O
A

 articles are governed by the applicable C
reative C

om
m

ons L
icense

https://orcid.org/0000-0002-4383-0616
https://orcid.org/0000-0002-4383-0616
https://www.pfizer.com/news/press-release/press-release-detail/fda-grants-breakthrough-therapy-designation-pfizers-group-b
https://www.pfizer.com/news/press-release/press-release-detail/fda-grants-breakthrough-therapy-designation-pfizers-group-b
https://www.pfizer.com/news/press-release/press-release-detail/fda-grants-breakthrough-therapy-designation-pfizers-group-b
https://doi.org//10.1093/cid/ciab859
https://doi.org//10.1093/cid/ciy1069
https://doi.org//10.1093/cid/ciy1069
https://doi.org//10.1093/ije/dyaa064
mailto:
https://orcid.org/0000-0002-1394-6191
https://orcid.org/0000-0003-4105-9378
https://orcid.org/0000-0003-0621-5718
https://orcid.org/0000-0002-4620-2316
mailto:gabriellafrodriguez@gmail.com

	Considerations for post-licensure group B streptococcus vaccine effectiveness studies
	AUTHOR CONTRIBUTIONS
	FUNDING INFORMATION
	CONFLICT OF INTEREST STATEMENT
	DATA AVAILABILITY STATEMENT

	REFERENCES
	Anchor 7
	REFERENCES
	Anchor 9
	REFERENCES
	Anchor 11


