A GLOBAL OPPORTUNITY TO PREVENT
THOUSANDS OF NEWBORN DEATHS
New compelling evidence on the value of investing in vaccines against GBS

What is GBS?
Group B Streptococcus (also known as Group B Strep, Strep B, Beta Strep, or GBS) is a
common bacteria and a major cause of preventable newborn deaths, stillbirths and
lifelong disability. Worldwide, nearly 20 million pregnant women carry GBS each year –
most of them currently unidentified and untreated.1
GBS can live harmlessly in a woman but can be passed to her unborn baby or newborn
around labor. While babies are in the womb, GBS infection can lead to preterm birth or
stillbirth. During the first days and weeks of life, newborns remain vulnerable to infection.
If untreated, GBS infection in babies can lead to meningitis and sepsis, risking death or
long-term disability, including hearing or vision loss, or cerebral palsy.1, 2
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Why is a vaccine an important investment?
A vaccine given to pregnant women represents the best tool to tackle this public health
challenge that affects mothers and babies throughout the world, from high- to lowincome countries. Currently, antibiotics are used to treat suspected and confirmed cases
of GBS in pregnant women and babies and are given to women during labor to reduce
infection in the baby (a process called intrapartum antibiotic prophylaxis, or IAP). IAP is an
important tool and each year is estimated to prevent 29,000 cases of GBS in infants in their
first 6 days of life.1 However, it is only available and feasible to implement in high-income
country settings.
Vaccines have the potential to do even more: they could reduce the risk of stillbirths,
preterm births and GBS infection in babies up to three months old – a population of nearly
1 million. A recent analysis by the World Health Organization and the London School of
Hygiene & Tropical Medicine concludes that a vaccine used globally, across high-, middleand low-income countries, would be cost-effective and feasible to implement with health
systems strengthening in low- and middle-income countries.
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What would be the demand for a vaccine?

Estimated health benefits

GBS is a global issue, affecting families across all countries and regions. GBS vaccines could
become a standard part of antenatal care for all pregnant women, worldwide.
The World Health Organization and the London School of Hygiene & Tropical Medicine
recently published a Full Value of Vaccines Assessment estimating that the global demand
for GBS vaccines is expected to reach 115 million doses per year by 2040 (see Figure 1).

Figure 1. Estimated demand for a GBS vaccine
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Why haven’t we developed this vaccine already –
and why does it make sense to do so now?
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Three recent developments strengthen the case for GBS vaccines as a high impact and
timely investment:

1. NEW DATA ON THE GLOBAL BURDEN OF GBS Based on new research from
the WHO and the London School of Hygiene & Tropical Medicine, it is clear that the
GBS disease burden is larger than previously estimated. GBS is associated with many
thousands of stillbirths, pre-term births, infant deaths and disabilities each year. Given
this new data on the serious health effects of GBS around the world, maternal vaccines
are a cost-effective investment.
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Estimated economic benefits

2. INCREASED GLOBAL ACCEPTANCE OF MATERNAL VACCINATION
The landscape has changed dramatically over the past decade. The health benefits
of vaccinating pregnant women and their strong uptake of vaccines have been wellestablished, most notably during 2009’s H1N1 outbreak and the current COVID-19
pandemic, with more countries over time recognizing pregnant women as a priority
group.3 In addition, earlier concerns about liability have been reduced with laws such
as the U.S.’s 21st Century Cures Act.

3. POTENTIAL FOR LICENSURE BASED ON CORRELATES OF PROTECTION,
MAKING CLINICAL TRIALS FASTER AND LESS COSTLY GBS vaccines could
represent a large upfront investment for vaccine developers because neonatal disease
is relatively rare, requiring large phase 3 trials of pregnant women. However, the FDA
and European Medicines Agency have signaled willingness to accept surrogate markers,
such as GBS antibody levels, which could greatly reduce the scale of trials needed to
show that vaccines work as expected.
2
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What is the current pipeline of GBS vaccine candidates?

Estimated cost to develop
a GBS vaccine

Leading GBS vaccine candidates – both polysaccharide-protein conjugate and protein
subunit vaccines – have reached phase 2 clinical trials.

Figure 2. GBS vaccine pipeline
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How can R&D funders, vaccine developers and
regulators advance GBS vaccines?
■

STREAMLINE THE PATHWAY TO LICENSURE. A licensure pathway that does
not require large scale efficacy trials makes GBS vaccines a more attractive investment.

NEXT STEPS: Conduct and fund studies on correlates of protection.
■

US
$537 m
if TWO manufacturers
reach market

ENSURE VACCINES ARE DEVELOPED FOR USE ACROSS HIGH-, MIDDLEAND LOW-INCOME SETTINGS. GBS is a challenge everywhere in the world, with
strong demand for vaccines in high-income countries as well as in low-income settings,
where the burden is greatest. For maximum global health impact, GBS vaccines should
meet the needs of diverse country contexts by considering characteristics such as
presentation and packaging, ease of administration and thermostability.

NEXT STEPS: Conduct and fund studies in low- and middle-income countries and
ensure vaccines are appropriate for broad use.
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■

JOIN FORCES TO INVEST IN VACCINE ROLLOUT AND
IMPLEMENTATION. Once vaccines are developed and licensed, all stakeholders
have a role to play in making them available to women around the world.

GLOBAL POLICYMAKERS should recommend to countries and funders that they
prioritize GBS vaccines to reduce stillbirths, preterm births and neonatal/infant deaths
and disability, and should advocate for WHO prequalification.
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VACCINE DEVELOPERS can engage funders to accelerate vaccine development, while
building the scientific knowledge base and aligning with regulators on a vaccine
approval pathway. Once approved, differential pricing can help ensure that vaccines are
affordable and cost-effective in both high-income and low-middle income settings.
FUNDERS OF VACCINE IMPLEMENTATION AND NATIONAL POLICY MAKERS can
invest in GBS vaccines, support inclusion in Gavi’s Vaccine Investment Strategy, and
strengthen antenatal care as the platform for vaccine delivery.
NATIONAL LEVEL STAKEHOLDERS should prepare for the assessment and decisionmaking required to understand local burden and effectively introduce vaccines.

Learn more about GBS and the value of investing in a vaccine by reading the full report here:
https://bit.ly/GBSvaccine
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