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Foreword

Dr Christophe Martinaud
Senior Director, Medical and Scientific Affairs, EMEA
Cepheid

Despite the global widespread availability of
diagnostic technologies for group B Strep (GBS),
access to testing is limited in the UK. Compared

to mothers and birthing people in other countries,
people in the UK are left without the protection a
GBS diagnosis can offer — resulting in potentially
preventable harm when newborns are impacted by
GBS-related complications, such as meningitis.

At Cepheid, we believe timely, accessible and
appropriate testing is a fundamental right for all,

not a privilege. We know that diagnostics plays a
pivotal role in infection surveillance, antimicrobial
stewardship, and delivering safer, more effective
neonatal and maternity care. It is vital that the
Government utilise diagnostics to their full capability
as they implement their 10-year vision for the NHS.

We are proud to have collaborated with Group B
Strep Support — an organisation leading the charge
for a national test-based screening programme

for GBS. Their tireless advocacy has brought this
issue to the forefront. Together, we are calling on
the Government to follow the evidence and act to
improve GBS diagnosis and care for all.

We believe that implementing a robust national
test-based screening programme for GBS has the
power to transform birth experiences and protect
countless newborns across the UK. To do this, the
Government must act quickly when new evidence
becomes available that can inform screening
decisions, including through the GBS3 trial. Cepheid
stands ready to support a future where every baby
has the best possible start in life — it’s time to act.

Jane Plumb MBE FRCOG FRSA
Chief Executive
Group B Strep Support

The number of babies developing avoidable
group B Strep infection, and the pain and
devastation this causes families and those
caring for them, is unacceptable. We can
and must do better.

We at Group B Strep Support believe that
offering testing to all pregnant women and
people is currently the best available way to
prevent most cases of early-onset group B
Strep infection in babies. Everyone should
be offered the chance to be tested, so those
who are carrying group B Strep can get the
right care for themselves and their babies.

We also want every new and expectant
parent to get clear, accurate information
about group B Strep. Too many families
only learn about it after it's affected them.
Better information means parents can make
informed choices and feel confident about
their care.

Finally, health professionals need up-to-date
training and education about group B Strep.
Only by combining testing, good information
for families, and proper training for staff will
we see fewer preventable infections and
better outcomes for babies and their families.
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Executive summary

Group B Streptococcus, or GBS, is the leading cause of severe infections in newborn babies.
Complications from GBS — including meningitis and sepsis — can severely impact the health and
wellbeing of babies, tragically sometimes leading to death or the need for life-long support for families
and their children.

Despite the severity of GBS infections, the UK’s approach to diagnosis, treatment and care often falls
behind that of comparable countries. Unlike countries such as Australia, France, Germany, Japan and
the USA, the UK does not recommend testing for GBS, meaning pregnant women and people are not
routinely tested before they give birth. While many people carry GBS harmlessly during pregnancy,
accurate detection through testing enables antibiotics to be used prophylactically to prevent dangerous
infections in newborns.

The impact of the lack of GBS testing in the UK is worsened by poor public and clinical awareness

of GBS and inconsistent treatment and care. Despite the work of the advocacy community, including
charities like Group B Strep Support, GBS remains poorly understood among expectant and new
parents. Guidelines developed by the Royal College of Obstetricians and Gynaecologists seek to
ensure testing, treatment and care approaches are consistently delivered across the country, but there
remains extensive variation in the comprehensiveness of services provided by the NHS. This goes
against both clinical recommendations and the wishes of expectant parents.

Alongside this, there is limited data available on the true burden of GBS — exacerbated by the recent
UK Government decision not to make GBS a notifiable disease. This makes it difficult to paint an
accurate picture of the impact on birthing experiences, on admissions to neonatal intensive care,

or on length of stay in hospital for mothers and birthing people. There is an urgent need for the UK
Government to prioritise GBS in its decision making - including as part of the current review into
maternity and neonatal services — to improve outcomes and experiences for those affected by GBS.

Yet there is cause for hope. New evidence is being collected, including through the GBS3 trial, that will
inform decisions around what a national test-based screening programme could look like to prevent
GBS infection in newborn babies. In the immediate term, a national test-based approach can begin to
help mitigate the impact GBS infections have on pregnant and birthing women and people, their babies,
their families, and on health systems — but this will rely on rapid policy making based on the best
available evidence.
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Cepheid and Group B Strep Support are calling for the below recommendations to be
implemented by the new Government as a priority to reduce rates of early-onset GBS infection
and improve outcomes:

The Department of Health and Social Care should review their decision to not
include group B Strep as a notifiable disease, to ensure consistent and mandatory
reporting of GBS infections in newborns across the UK.

We urgently need existing guidance for the prevention of early-onset group B Strep
infections to be implemented consistently across the NHS.

The UK National Screening Committee should expedite their assessment of a
national antenatal test-based screening programme for GBS as soon as the results
of the GBS3 Trial are available.
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The current pathway for GBS+

The current pathway for preventing early-onset GBS infection is primarily based on providing preventative
antibiotics in labour (known as intrapartum antibiotic prophylaxis (IAP)) to those at raised risk.

Figure 1. Prevention of early-onset neonatal GBS disease pathway of care?

Pregnant
woman

Planning
vaginal
delivery

Previous
infant with Preterm
invasive labour
GBS disease

GBS
infection
(colonisation)
identified in
a previous
pregnancy

Caesarean
section, not
in labour and
membranes
intact
(regardless
of GBS
carrier status)

GBS
bacteriuria
in current
pregnancy

Offer
antibiotics
if proven
GBS UTI

Explain
likelihood of
GBS carriage
in current
pregnancy

Prelabour
rupture of
membranes

Known
GBS carrier
(often detected
through
non-specific
testing)

Unknown
of negative
GBS status

No risk
factors for
early-onset

GBS

GBS
infection
High (colonisation)
temperature (i GwEE

pregnancy
(however
detected)

Offer broad
spectrum
antibiotic,
including

preventing

early-onset
GBS



TIME TO ACT — STOPPING GROUP B STREP INFECTIONS IN NEWBORN BABIES

Introduction:
What is group B Strep?

Group B Streptococcus (group B Strep, GBS) is one of the many bacteria that live in our bodies. GBS can
colonise in the vaginal and gastrointestinal tracts, with estimates showing around 20-40% women in the
UK carry GBS in this way at any one time. GBS is not usually harmful to adults who carry it; however, it
can cause serious infection for infants around birth and in the first few months of life.3

GBS bacteria can be passed from a pregnant woman or person to their baby during pregnancy, or during
labour and birth — for example if a baby encounters GBS in the birth canal. Clinical infection can then
occur in the baby, typically within the first 12 hours of a baby’s life. Most GBS infections show symptoms
within the first three months of life.

There are two types of GBS infection in babies — early-onset and late-onset. Early-onset GBS infection is
when the baby can become symptomatic between birth and 6 days of life. Each year, around 1 in every
1,750 newborn babies in the UK are diagnosed with an early-onset GBS infection.* Most early-onset GBS
infections can be prevented by giving intravenous (IV) antibiotics during labour to women and birthing
people who carry the bacteria. This approach not only reduces the risk of passing GBS to the baby but
also ensures the baby has enough antibiotics in their system to help fight off any potential infection.

Less commonly, late-onset GBS infection can occur from 7 days old up to the age of three months.®
This can occur after the baby is exposed to the bacteria after close contact with a parent or other people
who are carrying GBS. Due to the route of transmission for late-onset infections, these are not yet
preventable in the same way as most early-onset GBS infections.

If infections are detected and treated quickly, most babies recover without long-lasting physical effects.
However, sadly some babies will die from their GBS infection, and others will recover with ongoing
physical or psychological impacts.
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The signs of an early-onset GBS infection are often common and non-specific, which can lead to
misdiagnosis. Clinical indicators of possible early-onset neonatal infection include, but are not limited to:®

Temporary stopping of breathing (apnoea)

Seizures

A need for cardiopulmonary resuscitation or mechanical ventilation

Signs of shock

Altered muscle tone, for example a baby appearing floppy

Feeding difficulties, for example refusing to feed

Signs of respiratory distress

Temperature abnormalities, for example lower than 36C or higher than 38C
GBS can cause severe infections in newborns, including sepsis, pneumonia and meningitis. There can
be serious complications of a GBS infection including stillbirth, neonatal death or life-long disability.

Long term impacts in those who recover from their GBS infection may include cerebral palsy, blindness,
deafness, epilepsy, and serious learning difficulties.”

Currently, GBS is not on the list of notifiable diseases in the UK — which means healthcare professionals
are not obligated to report cases. The Government recently declined to include GBS in the updated

list of notifiable diseases.® Current reporting mechanisms are voluntary, which may be leading to an
underestimation of cases, limiting the measurement both of the number of GBS infections, and of the
effects of any interventions for preventing or treating these infections.® The UK needs better data on the
incidence and impact of GBS infection on the health system and on society as a whole.

Figures from the Royal College of Obstetricians and Gynaecologists outline that, on average each
month in the UK:*

43 babies develop early-onset GBS infection

38 babies make a full recovery

3 babies survive with long-term physical or mental disabilities

2 babies die from their infection
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The burden of group B
Strep infection in England

In England in 2023, the rate of GBS infection in the general population was 3.9 per 100,000. However,
in those aged less than one year this rate increased to 62.9 per 100,000 population (59.4 in females and
65.9 in males).™

Early onset GBS infection (in infants 0-6 days old) was reported in 0.4 per 1,000 live births across all
gestations — a total of 227 infants. This represents over 10% of all reported GBS infections in 2023."°

Pre-term babies (those born before 37 weeks of pregnancy) are more likely to be impacted by GBS than
full-term babies, with a higher incidence of GBS infection and a higher risk of mortality following infection.
Historic data shows that the case fatality rate of GBS is between 20% to 30% in pre-term babies,
compared to 2% to 3% in a full-term infant.” Although most newborns who develop an early-onset GBS
infection will make a full recovery, the impact of early-onset GBS infection can be extremely distressing
for newborns and families. The treatment regime involves prompt and aggressive intravenous antibiotic
therapy and potentially intensive care, which are crucial components in the life-saving care provided to
babies with a GBS infection.

Figure 2. Rates of GBS infection per 100,000 population.’ Rates in children under 1 year are
significantly higher than in the general population. Comparatively, the next highest rates of
infection are within those 75 and over.
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Figure 3. Primary diagnosis rates by condition for 2023/24"

500
454
400
300
200
108
100
0
Sepsis of newborn (28 days or less) Sepsis due to Streptococcus,
due to Streptococcus, group B group B (<1 year)

The infections that GBS most commonly causes in newborn babies are sepsis (infection of the blood and
other tissue), pneumonia (infection in the lungs), and meningitis (infection of the fluid and lining around
the brain), all of which can severely impact the health and wellbeing of babies, result in longer hospital
stays for mothers and birthing people and their babies, and may require life-long support. Prompt
treatment for GBS infection can lead to full recovery in most babies, but this relies on accurate and timely
recognition of the signs of infection in a baby and testing of the baby.

A lack of linked datasets across maternity, neonatal and infection data in the NHS, make it difficult to
paint an accurate picture of the real burden presented by GBS infections on pregnant and birthing
women and people and their newborns. More routine linkage is crucial to explore how GBS infections
affect both mothers and birthing people and their babies, including on the birthing person’s experience of
birth, the impact of GBS on admissions to intensive or neonatal intensive care, and the impact on length
of stay in hospital for mothers and birthing people and their babies.
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The hidden costs

The need for psychological support

Testing positive for group B Strep during pregnancy or labour can be stressful for expectant parents,
especially if they aren’t given clear information about what it means for themselves or their baby. When
pregnant women and people are given accurate, timely information and support, it helps reduce worry
and makes it easier to understand the risks and next steps. Staff play a key role — how they share
information can either reassure parents or add to their stress.

Having a baby who develops a GBS infection can be unexpected and traumatic, with many questions
often remaining unanswered. While most babies make a full recovery, some will recover with long-term
disability or sadly even die because of their infection.'® Sometimes it is immediately clear that a baby

has sustained long-term health issues because of their group B Strep infection. However, sometimes the
signs may be subtle and only become apparent after several years. Problems can also be temporary and
may disappear completely as the child gets older, or they may be permanent. This uncertainty can be
difficult for families while they navigate ongoing assessments and investigations for their newborn.

Research evidence shows that 4-6% of women and birthing people develop post-traumatic stress
disorder (PTSD) every year after giving birth,™ amounting to approximately 30,000 individuals in the UK,
while about a third of women and birthing people experience birth as traumatic.'® Particular risk factors
identified for developing PTSD include having preterm births, stillbirths, or severe complications during
birth — with these cohorts 16-19% more likely to develop PTSD postpartum.™ This can have significant
social and economic consequences, including through costs to the NHS for ongoing care, as well as the
costs of litigation resulting from clinical negligence.

Experiencing trauma during or just after birth can significantly impact the mother or birthing person’s
relationship with both their baby and their partner and can impact their ability to return to the workplace.
In the small number of cases where an infection results in the baby dying, there is a need for families
to receive bereavement care follow-up support. Additionally, many women and people who give birth
preterm are at an increased risk of mental health issues and negative feelings about their baby in the
early months after birth.'® These impacts may be significant within the context of GBS, where GBS
carriage has been associated with an increased likelihood of a preterm birth."”

A survey conducted by Group B Strep Support in 2019 demonstrated the widespread and long-term
impacts on families after their newborn baby developed early-onset GBS infection. 54% of respondents
needed to take time away from work to take their baby to a medical appointment, and 14% needed to
take bereavement leave. Alongside this, 39% of parents reported financial problems associated with their
child’s GBS infection. 70% of parents who engaged with the survey also reported issues with their own,
or their family’s, mental health, with 67% reporting a reduced enjoyment of subsequent pregnancies
because of their baby’s GBS infection.®

10
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Life-long care costs

Providing life-long support for somebody who has recovered from their GBS infection with long-term
issues can come at a cost for families. Households with at least one adult or child with disability in the
UK need an additional £1,010 a month to have the same standard of living as households without people
with a disability.™®

Children who have recovered from GBS infection, particularly those who have had GBS meningitis, had
a higher mortality rate than those without. Additionally, neurodevelopmental impairments — including
moderate and severe disabilities — were more frequently observed in children who had survived GBS
infections such as sepsis and meningitis.?° The disabilities include cerebral palsy, deafness, blindness, or
learning difficulties. These children frequently require more educational support.

Additionally, babies who survive GBS infection have been shown to have higher rates of outpatient clinic
visits, hospital admissions, and a higher number of days in hospital per year than children who did not
develop GBS infection.?’ This is particularly pertinent in the face of a constrained NHS.?!

Clinical negligence cases

Sometimes a lack of awareness or inconsistent implementation of guidance can lead to poorer outcomes
for affected babies, which can present a significant burden to families — emotionally and financially. This
also represents a significant financial burden to the NHS, both through successful clinical negligence
cases and through ongoing care for the babies who survive with life-long impacts. Research from 2018
showed that settled cases, and cases where liability had been admitted by the NHS, from six law firms
had a combined value of nearly £40 million.?? This data showed three main factors in making clinical
negligence claims relating to GBS, including:

Dissatisfaction with investigations or handling of a complaint

Clinical failings around the time of birth, or issues emerging later, such as a child not meeting
developmental milestones

A need for financial support for the continuing care of a child impacted by GBS infection

There are several approaches that could reduce clinical negligence relating to GBS, including better
training for staff involved in maternity and neonatal care on preventing, spotting and treating GBS
infection, and consistently following national guidelines on GBS prevention, identification and treatment.

11
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Antimicrobial resistance and the
need for informed treatment decisions

Where there are concerns about a bacterial infection, such as an elevated temperature, antibiotics may
be given while awaiting test results to confirm an infection and its cause. Preventative antibiotics during
labour, known as intrapartum antimicrobial prophylaxis (IAP) may also be given based on risk factors to
protect against life-threatening group B Strep infection in newborn babies.

Antibiotic resistance occurs when bacteria, viruses, fungi, or parasites no longer respond to medications,
making infections harder to treat and increasing the risk of disease spread, severe illness, and death.
Reducing unnecessary antibiotic use is crucial to limiting antimicrobial resistance (AMR) and this can be
achieved through accurate and timely testing to inform treatment decisions, enabling antibiotics to be
administered when a GBS infection is confirmed. Implementing a GBS prevention strategy based on test
results rather than risk factors can ensure antibiotics are given only to those who need them, and not to
those with risk factors who are not especially likely to be carrying GBS.*® Better monitoring of infections
in pregnant women and people and in babies after birth will help healthcare providers choose the most
appropriate treatments, reducing the development of resistant bacterial strains.

Current guidance recommends the first line antibiotic for IAP is penicillin G, with alternatives for those
with a known or suspected penicillin allergy. Until 2017, this included clindamycin. However, surveillance
data from the UK Government has indicated a steady rise in reported resistance of GBS between 2013
and 2023 in clindamycin from 20% to 34%.'° As a result of the increasing resistance rates, clindamycin
is no longer recommended for IAP by NICE or the Royal College of Obstetricians and Gynaecologists
(RCOQG) for those with known or suspected penicillin allergy.?

12
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The current GBS prevention pathway
iIn England

Following the recommendation by the UK National Screening Committee not to offer routine antenatal
testing for group B Strep, guidelines for who and when to test have been developed for use across

the NHS by the Royal College of Obstetricians and Gynaecologists (RCOG) and by the National Institute
for Health and Care Excellence (NICE), to prevent and support the management of early-onset

GBS infection.?

Additionally, NICE guidance on neonatal infections aims to reduce delays in recognising and treating
infection and support the appropriate use of antibiotics.?> The RCOG’s Green-top Guideline, first
produced in 2003 and updated most recently in 2017, provides recommendations to assist clinicians and
pregnant women and people in making decisions about the risks presented by GBS. The guidelines have
been developed based on published evidence and expert opinion, for obstetricians, gynaecologists and
other relevant health professionals.

Without a national screening programme, the UK takes a risk-based approach to preventing
early-onset GBS infections, where specific risk factors trigger an offer or recommendation of IAP
to the mother or birthing person.

Risk factors for early-onset GBS infections include where the woman or birthing person:

Had a previous baby who had GBS infection
Has been identified as carrying GBS during the current pregnancy (NHS or private test)
Had GBS in her urine during the pregnancy
Is in preterm labour (before 37 completed weeks of pregnancy)
Has a temperature of 38°C or greater
An additional risk factor for early-onset GBS infection developing in a newborn baby is where the

birthing mother or person’s waters have broken more than 18 hours before the birth, although this
does not trigger the offer of IAP.

13
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What testing is offered?

Testing for GBS carriage is not routinely offered to all pregnant women and people in the NHS.
However, the RCOG states that those who carried GBS in a previous pregnancy and where that baby
did not develop GBS infection should be offered the option of being tested for GBS carriage during
pregnancy and offered IAP if positive or being offered IAP without testing. The test recommended is a
GBS-specific ECM (enriched culture medium) test.

Sometimes GBS carriage can also be picked up incidentally during tests offered during pregnancy, for
example if a woman has a urinary tract infection, or if swab samples are taken to investigate vaginal
symptoms. However, these tests are not part of the routine approach to GBS testing within the NHS.

Methods of testing for GBS in the UK

High Vaginal Swab (HVS) test

The HVS test is a general-purpose test often used when a pregnant woman or person has vaginal
symptoms, where the doctor or midwife wants to investigate further. Samples are taken, usually from
high up in the vagina, using a swab which are then processed on an agar plate in a laboratory. The
HVS test is not designed to detect GBS bacteria and, although it will detect GBS sometimes, it can
often miss it.

A positive result for GBS from an HVS test is a highly reliable indicator that the person was carrying
GBS at the time the samples were taken, as false positive results are very rare. However, a negative
HVS test result should be interpreted with caution. This type of test misses up to half of those carrying
GBS, meaning up to 50% of people who actually carry GBS may receive a false negative result and be
incorrectly told that they are not carriers using HVS testing.?

Enriched culture medium (ECM) test

The ECM test was specifically designed to detect GBS, and is recommended by the RCOG for women
who carried GBS in their previous pregnancy. This type of test is increasingly available from NHS trusts,
and can be purchased privately. This test is recommended by the UK Health Security Agency (UKHSA)
for detecting GBS carriage.

The ECM test is recognised internationally as the ‘Gold Standard’ test to use when detecting GBS
carriage. The test involves taking samples from both the low vagina and rectum using one or more
swabs, and processing them in the laboratory using an additional enrichment step. Research has found
that when an ECM test is conducted properly in the last 5 weeks before birth, a negative result was
96% predictive that the individual would not be carrying GBS when she gave birth, and a positive result
was 87% predictive that she would be carrying GBS when she gave birth.

14
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Urine tests

Urine tests are often offered during pregnancy. A dipstick test may signal that further investigation is
needed, including for the presence of infection. GBS may be found in a urine sample if the sample is
sent to a laboratory for culture — a method of multiplying microbial organisms by letting them reproduce
enough to be detected.

GBS detected in a urine culture may indicate that the individual is heavily colonised with GBS or that
they have a urinary tract infection caused by GBS. In pregnancy, this is an important risk factor for a
newborn baby developing GBS infection and therefore IAP will be offered.

A negative GBS result from a urine culture indicates that GBS was not present in the urine, but it does
not necessarily indicate that the woman is not carrying GBS (GBS carriage is detected by sampling the
rectum and the vagina).

Culture-based tests for GBS, particularly ECM tests, are generally sensitive and can reliably detect
GBS colonisation. In countries where antenatal test-based screening is routinely offered, these tests are
typically performed between 35 and 37 weeks of pregnancy. This timing allows for discussion of the test
results with the pregnant woman or person, antibiotic sensitivity testing if needed, and planning for and
administration of IAP if indicated and accepted. The 24-48 hour processing time is usually manageable
in advance of labour.

However, a key limitation is that GBS carriage status can change. A small proportion of those who test
positive at 35—-37 weeks of pregnancy may no longer carry GBS by the time labour begins, while others
who test negative may become colonised later. This means that antenatal testing may not always reflect
the GBS status at the time of birth, which is when the risk of transmission to the baby is highest.?

Molecular testing methods

Additionally, molecular testing methods which are based on polymerase chain reaction (PCR) are

also available to detect the presence of GBS bacteria. These tests have a similar specificity to an ECM
test but can yield much faster results.?® The swabs are taken from the low vagina and rectum at the
start of labour, and the PCR process amplifies the DNA of any GBS bacteria present in the sample.
The amplified DNA is then analysed to confirm the presence of GBS.

There are two categories of PCR tests for GBS: those that require an 18-24 hour incubation prior to
PCR and those that can provide a result during labour, sometimes known as beside or point-of-care
tests.?-282° Rapid tests can be particularly useful because they provide results quickly, often within hours
and sometimes within an hour. Those that can provide a rapid test result could help to overcome the
issue where a pregnant woman or birthing person’s GBS carriage status changes as the test can

be performed at the time of giving birth.

15
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Rapid tests have the potential to improve targeting of antibiotic use, however there is less time for
counselling the pregnant woman or person about the test result, and insufficient time to provide antibiotic
susceptibility testing. Neither category of PCR is currently widely used in the NHS and PCR tests are
currently more costly than ECM tests. However, the results of the GBS3 Trial are expected to include
cost benefit analysis for the different tests.

A major UK National Institute of Health and Care Research (NIHR) research trial - GBS3 — is underway
looking at whether offering all pregnant women and birthing people testing for GBS is better at reducing
infection in newborn babies than the UK’s current risk-based approach. The trial is using two types of
test — the ECM and an intrapartum PCR test — and comparing them against the risk-based strategy.
The PCR samples are processed on a small testing platform — typically in the labour ward.?*

» Lilly’s story

Lilly’s mother, Emma, went to hospital five weeks into
her pregnancy with severe pains. She was diagnosed
with an infection and provided antibiotics the next day.
Treatment didn’t help, and her pains persisted, so
she was advised to take a swab for GBS. Following a
positive result, Emma was provided with intravenous
antibiotics during labour — leading to a healthy birth,
and no infection for Lilly.

Hospital testing in England

ECM swab tests for GBS carriage should be offered to pregnant women and people at 35-37 weeks
of pregnancy if they tested positive in a previous pregnancy and their baby was not affected by GBS.
If positive, the mother should be offered IAP once labour starts.

The 2017 update to the RCOG’s Green-top Guideline made several new recommendations about the
approach clinicians should take to prevent early-onset GBS infection,? including:
All pregnant women should be provided with a patient information leaflet on GBS

Those who carried GBS in a previous pregnancy should be offered either an Enriched Culture
Medium Test (ECM test), or antibiotics in labour if she declines a test during her next pregnancy

All women and people who are in preterm labour are recommended to have intravenous antibiotics
in labour to protect against early-onset GBS infection in their newborn baby

16
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Up-to-date, expert-produced and evidence-based guidelines are crucial to improving practice and
providing pregnant women and people with clear and accessible information materials. However,
guidelines are only successful if they are truly embedded into both local and national practice to enable
both health professionals and the families they serve to benefit equitably from expert advice.

A variable offering

Current guidelines developed by the RCOG designed to prevent and support the prevention of
early-onset GBS infection are not being consistently implemented within England.*® In mid-2019,

a request exercise, performed under the Freedom of Information Act, by Group B Strep Support sought
to understand the variability in implemented GBS guidelines across 151 NHS Trusts in the UK.*'

The results of the exercise demonstrated that:

Around 20% of Trusts had not updated their local guidelines since the RCOG guidance was published
in 2017

Over half (51%) of Trusts did not give all pregnant women information on GBS, contradicting RCOG
guidance

Two-thirds (66%) of Trusts are not taking samples from the recommended sites (vagina and rectum)
to detect GBS carriage in pregnancy, and only 13% of Trusts are following the recommended
laboratory methodology for processing tests

These results show extensive variation in the comprehensiveness of services provided across the NHS,
compared with the RCOG guidelines — potentially resulting in outcome differences depending on where
pregnant women and people and their newborns can access care. Not only does this go against clinical
recommendations, but also against the wishes of mothers themselves.

Over 8 in 10 UK pregnant and birthing women and people surveyed said they would want to be tested for
GBS carriage on the NHS but of those, 7 in 10 said they were not aware or had not been told about the
option of private testing. The survey of over 1,000 pregnant and birthing women and people, conducted
in 2024, also showed that:

More than 9 in 10 new and expectant mothers and birthing people support the introduction of national
testing for GBS carriage during pregnancy

Almost all (98%) think it is very important that all pregnant women and people are informed of GBS
by their midwife or doctor

Almost 7 in 10 (68%) wanted more information about GBS

7in 10 (71%) said they were not aware or had not been told about the option of private testing
for GBS carriage

Over 6 in 10 were not confident in identifying signs of GBS infection in their baby, and over 7 in 10
did not know that GBS can cause meningitis or sepsis
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To improve access to high quality care for GBS, Group B Strep Support have developed online education
and training resources to provide midwives, doctors and other healthcare professionals with evidence-
based information to enhance the care of new and expectant parents and their babies.??

» Aimee’s story

Aimee’s mother first became concerned about her
daughter shortly after birth, where on the labour ward
Aimee was frequently crying and struggled to feed.
With no other warning signs, Aimee was sent home.

At her midwife check-up at 5 days old, Aimee became
floppy and hard to wake. She went in an ambulance to
hospital where the doctor confirmed the need to deliver
a lumbar puncture — a diagnostic method involving a
needle inserted between the bones in the spine — which
confirmed a diagnosis of meningitis and septicaemia,
caused by a GBS infection passed on from her mother
during labour.

After three weeks in hospital, brain scans confirmed that Aimee’s meningitis has caused scarring
on her brain — a condition called periventricular leukomalacia (PVL). Clinicians confirmed that the
brain damage was a result of GBS related meningitis, and she is physically disabled as a result.

At 2 years old, Aimee was further diagnosed with spastic quadriplegic cerebral palsy (SQCP) and
pseudobulbar palsy, along with learning difficulties and sensory issues. Unfortunately, Aimee can’t
sit, stand, walk or talk and is predominantly tube fed. Aimee’s mother expressed regret that routine
testing isn’t in place for GBS, which could have prevented such life-changing consequences.

A lack of test-based screening

While the NHS can test for GBS carriage, the UK National Screening Committee does not currently
recommend a national antenatal test-based screening programme for GBS, so not everyone has
access to testing. Instead, only pregnant women and people who carried GBS in their previous
pregnancy and whose babies did not develop GBS infection are recommended to be offered the option
of GBS-specific testing as part of their routine antenatal care.®? As a result, opportunities to prevent
many early-onset GBS infections are missed. Compounding this, even when individuals are eligible

to be offered GBS testing, there is considerable variability in the number of trusts that will offer them
testing across England.
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If a national test-based screening programme were to be introduced, those testing positive through
routine testing at 35-37 weeks of pregnancy, and those with other key risk factors, would be offered
intravenous antibiotics in labour — known as intrapartum antibiotic prophylaxis or IAP — to protect against
their babies developing an early-onset GBS infection. This is similar to the approach followed by most
developed countries.?' However, the UK — and some other high-income countries, including Denmark
and the Netherlands® — employs a risk-based approach to preventing early-onset GBS infections
whereby risk factors identified during pregnancy and labour are used to trigger the offer of IAP.

In March 2017, the UK National Screening Committee concluded that testing for GBS carriage at
35-37 weeks of pregnancy is inaccurate for predicting early-onset GBS infection in the baby and
therefore did not recommend a national screening programme. They reported that test-based
screening was not recommended because:3*

A woman may have a positive result a few weeks before labour and a negative result when she
gives birth

GBS does not cause an infection in every baby — there is no way of telling which babies will be
affected

Screening may result in giving many women antibiotics when they do not need them
It is not known if the benefits of screening outweigh the harms for most of the population

The proportion of babies affected by disease in countries where screening is carried out is similar
to that in the UK

Despite these conclusions, there is substantial evidence on the benefits a test-based screening
programme would bring with many programmes being implemented internationally already. Evidence
suggests that over 80% of early-onset GBS infections could be prevented if the recommended
intravenous antibiotics were offered in labour to all GBS carriers identified by testing late in pregnancy.®
International comparisons have also demonstrated the benefits of a population-wide test-based
screening programme versus a risk-based approach, the latter of which is employed in the UK.3637
Additionally, a UK study has previously reported that similar percentages of women would be offered
antibiotics in labour whether identified by screening late in pregnancy or using a risk-based approach.®
Patient groups also highlighted the lack of patient engagement in the review process, as well as a lack of
consideration of the wider harms of GBS infection and how this impacts parents.*

New research is currently underway through the GBS3 trial, which is looking at whether testing all
pregnant women and people for GBS carriage reduces the risk of infection in newborn babies compared
to the current risk-based strategy in place in the UK. This study was commissioned in part in response
to the UK National Screening Committee’s conclusion that they needed better quality evidence to
assess the clinical effectiveness and the impact of the introduction of a universal test-based screening
programme for GBS in pregnancy. The results of the trial will provide additional evidence that can enable
decisions around the best means of preventing early-onset GBS infection in the UK.
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The trial will be looking at the effectiveness of two different tests, compared to the current risk-based
strategy. These are the traditional lab-based test at 35-37 weeks of pregnancy (the ECM test), and a
rapid PCR test that enables testing during labour (intrapartum). The trial will assess the suitability of
ECM and intrapartum testing in real world scenarios as well as how it compares to the current risk-based
prevention strategy. The UK National Screening Committee will review the results of this research once it
is available, to feed into decisions on a national screening programme.

The global picture

GBS is the leading cause of neonatal and infant sepsis and meningitis globally, linked to over half a
million preterm births annually, and leading to nearly 100,000 newborn deaths, at least 46,000 stillbirths,
and significant long-term disability.*°

The UK is lagging behind on the international stage in its prevention of early-onset GBS infection, opting
to take a risk-based approach rather than utilising testing as standard. Many countries have already
recognised the scale of the problem and have introduced test-based screening programmes to better
prevent early-onset GBS infections, including Australia, Argentina, Belgium, Canada, Chile, Czech
Republic, France, Germany, Hong Kong, Italy, Japan, Kenya, Lithuania, Oman, Poland, Spain, Slovenia,
Switzerland, Finland, and the USA.#' These programmes ensure that any pregnant woman or person
testing positive for GBS prior to birth are offered intravenous antibiotics during labour to minimise the risk
of passing the infection to their baby.

Universal test-based screening approaches at 35-37 weeks, along with the use of IAP, have been shown
to drive down incidences of early-onset GBS infections. In Germany, rates of GBS infection reduced by
32% following the introduction of a universal test-based screening programme.*? In Finland, universal
test-based screening of pregnant women and people was initiated in 2012 and was associated with a
reduction of 58% in the incidence of early-onset GBS infections.4® Similarly, hospitals in North West
London have previously implemented a pilot for a universal test-based screening programme to identify
additional women for IAP and this resulted in a fall of early onset GBS infection rates of 66% (from 0.99
per 1,000 live births, to 0.33 during the screening period).* Following completion of the pilot, rates of
GBS reverted to the pre-screening level.*

20



TIME TO ACT — STOPPING GROUP B STREP INFECTIONS IN NEWBORN BABIES

Figure 4. Incidence of early-onset GBS in Finland over time. A universal test-based screening
programme was introduced in 2012.

2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019

Vaccine research

There is currently no licensed vaccine to prevent group B Strep (GBS) disease, but several
candidates are progressing through development. Pfizer’s maternal GBS vaccine has recently
entered Phase Il trials, which are assessing whether it helps pregnant women and people
produce antibodies that can be passed to their babies to offer protection against infection.*¢

Modelling suggests that a maternal GBS vaccine could prevent more than 230,000 cases of
disease in pregnant and birthing women and people and their babies each year, and reduce

the need for antibiotics during labour. However, important questions remain. These include how
long protection lasts, what level of antibodies is needed, and how effective the vaccine is across
different groups.*"48

Although early trials have shown encouraging results, more research is needed to confirm that
vaccinated pregnant women and people consistently pass on protective antibodies to their unborn
babies. Even once a vaccine is approved, introducing it across the NHS could take ten years or
more. In the meantime, it’s vital to continue using and improving test-based strategies to protect
babies and their families from serious infections and long-term harm.
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The World Health Organization’s (WHO) global roadmap for defeating meningitis by 2030 sets out a
plan to tackle the main causes of acute bacterial meningitis, including GBS.*® The visionary goals of the
plan include tackling the main causes of acute bacterial meningitis and reduce the disability it causes.
Global efforts, like those of the WHO, to tackle GBS as a cause of illness in infants is leading to the race
for new technologies that can be used as alternative approaches to prenatal testing. In 2024, the WHO
recommended screening of pregnant women for IAP for the prevention of early-onset GBS infection

in newborns. They recommend that this should be through offering either a universal antenatal testing
programme for GBS carriage and subsequent IAP for women and people who test positive, or a risk-
based approach like that used in the UK. The guidance suggests that universal test-based screening
may help lower the number of early-onset infection in newborn babies. However it also recognised the
practical challenges of putting this into place, especially the costs and difficulty of doing so in settings
with limited resources.®

» Heath’s story

Heath’s mother Amy was swabbed for GBS at 37 weeks
of pregnancy, due to her local hospital participating

in the GBS3 trial. Amy hadn’t heard of GBS and was
disappointed to find out that she had tested positive

for the bacteria. As Amy didn’t display any of the risk
factors for GBS, she might not have received IAP as

a precaution. Given her positive result, she made the
decision to give birth to Heath in the hospital, instead of
the homebirth she had been planning, to better manage
the risks involved in carrying GBS.

During labour, she was given IAP to reduce the risks of infection to her newborn baby. However,
her labour was very quick which meant she didn’t receive the full amount of antibiotics required.
Heath was kept in for observation for 12 hours to ensure his safety. Shortly after he was born,

the midwife noticed a change in his breathing and sent him for an X-ray, which revealed a cloud
over one lung. Due to the risks involved, Heath and Amy stayed in hospital for 5 days while Heath
received antibiotics to fight his infection.

Although Heath was not tested for GBS himself, the positive test from Amy as part of the GBS3
trial enabled healthcare professionals to take quick action when Heath started to become unwell.
Heath made a full recovery from his infection, and he was able to head home with Amy.
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Taking action to tackle GBS

More can be done to implement solutions to tackle GBS in the immediate-term and help mitigate the
impact it can have on pregnant and birthing women and people, their babies, their families, and on health
systems. Routine test-based screening, rather than the current risk-based strategy in England, can have
substantial benefits to the lives of many.

Cepheid and Group B Strep Support are calling for the below recommendations to be implemented by
the Government as a priority to reduce rates of early-onset GBS infection and improve outcomes:

The Department of Health and Social Care should review their decision to not
include group B Strep as a notifiable disease, to ensure consistent and mandatory
reporting of GBS infections in newborns across the UK. Clinicians would then have

a legal responsibility to report all cases of notifiable diseases, which would significantly
boost data collection on GBS infections — ensuring all cases and experiences are
counted. This would serve to improve the accuracy on the current burden of GBS disease,
since existing datasets are likely underestimating infection rates in the UK.

We urgently need existing guidance for the prevention of early-onset group B Strep
infections to be implemented consistently across the NHS. This includes ensuring

all appropriate healthcare professionals are fully informed about GBS, the availability of
testing for GBS carriage, how and when these tests should be administered, and what
prevention strategies are available. This avoids a postcode lottery of care for pregnant
and birthing women and people and can increase adherence to best practice methods for
reducing infections and limiting the impact of early-onset GBS infection.

The UK National Screening Committee should expedite their assessment of a
national antenatal test-based screening programme for GBS as soon as the
results of the GBS3 Trial are available. The GBS3 Trial data are due to be published
in Spring 2026 reporting whether testing pregnant women and people for group B

Strep during pregnancy or in labour reduces the risk of early-onset infection in newborn
babies compared to the current risk-based strategy in place in the UK. The speedy
implementation of a routine antenatal test-based screening programme for GBS carriage
would ensure that pregnant and birthing women and people receive the best care
possible, and that avoidable early-onset GBS infections in babies are prevented.
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About Cepheid /C%ijfi’ @

Cepheid is a leading molecular diagnostic company that is dedicated to improving healthcare by
pioneering molecular diagnostics that combine speed, accuracy, and flexibility. We are a part of Danaher
Corporation, a leading global life sciences and diagnostic innovator, with a sizeable footprint across

the UK.

As a committed partner of the NHS, we deliver approximately two million tests to patients each year.
Cepheid’s GeneXpert® System allows frontline staff to deliver laboratory quality rapid PCR testing from
the patient bedside, with most tests providing results within one hour. The system requires minimal
training and testing occurs within the confines of the existing health and social care estate due to the use
of automation and its variable size.

A total of 31 UKCA and CE marked in vitro diagnostics (IVD) Xpert® tests can be performed from the
one platform, allowing providers to accurately and quickly test a range of condition areas including
respiratory infections, blood virology, women’s and sexual health, TB and emerging infectious diseases,
healthcare-associated infectious diseases, oncology, and human genetics — from hospital emergency
department and wards, to primary care, and community settings. As part of this portfolio, we produce
PCR gold-standard bedside tests for group B streptococcus.

About
Group B Strep Support

Group B Strep
Support

Group B Strep Support (GBSS) is the leading charity dedicated to preventing group B Strep infections in
babies. It was founded in 1996 by Jane and Robert Plumb, following the death of their middle child from
GBS infection.

GBSS provides support to families affected by GBS and to those concerned about the risk of GBS to
their babies. We offer clear, evidence-based information to expectant parents and health professionals.
The charity is the primary source of patient information on group B Strep in the UK and regularly
engages with maternity and neonatal professionals through training events and educational outreach.

We work collaboratively with a range of partners, including diagnostic companies, to improve awareness,
access to testing, and clinical understanding of GBS. Cepheid is one of these valued partners and has
supported our work through sponsorship of our annual conferences. While the financial contribution

is modest, it reflects a shared commitment to improving outcomes for babies and families. We also
maintain partnerships with other testing companies who support the charity through funding and
collaborative initiatives.
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