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1. General comments

The present state of affairs with GBS prevention in the UK is neither safe nor an effective use of
NHS resources. The UK NSC review is at best an exhortation to do nothing, apart to wait for yet
more research that may or may not be funded.

Few would deny that where GBS carriage is detected during pregnancy antibiotics should be
offered in labour. The question is how best to find the right people to give those antibiotics to.
The current situation with the NHS haphazardly testing some pregnant woman with a test that is
right only half the time is unacceptable. The UK NSC has a responsibility to sort this out once
and for all. The Committee should have the courage to be honest with the public: either they do
not consider neonatal GBS infection to be serious problem and therefore recommend we
abandon altogether this patchwork of prevention, or, as we fervently wish, recommend that
universal antenatal screening for GBS carriage using the ECM test be introduced, as in so many
other developed countries.

The Royal College of Obstetricians and Gynaecologists’ recent audit report' confirmed that more
than half of maternity units offered testing to at least some pregnant women, often on maternal
request, though rarely using the ECM test recommended by Public Health England’s UK
Standard B58°.

This is a postcode lottery, with many pregnant women unaware of group B Strep so unable to
request testing. Prevention is better than cure — and cheaper. The UK'’s rate of EOGBS infection
continues to rise, with the RCOG’s Greentop Guidelines, introduced in 2003 and updated in
2012, failing to stem that tide. The UK needs to catch up with other developed countries and offer
pregnant women testing for group B Strep at 35-37 weeks of pregnancy (or 3-5 weeks before
anticipated delivery e.g. with twins). With a clear and consistent policy, together with offering
good patient information and ECM testing, the UK rate will fall.

Screening would enable appropriate antibiotics in labour be more accurately targeted to
women carrying group B Strep, so prevent more EOGBS infections, and minimise
antibiotic use in women not carrying GBS.
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Over 80% of early-onset group B Strep infection could be prevented® if the recommended
intravenous antibiotics were offered in labour to all GBS carriers identified by testing late in
pregnancy, plus to the mothers of babies in the recognised higher risk situations. As other
countries have reported, screening prevents more early-onset group B Strep infections than a
risk-based prevention strategy* °.

Screening allows appropriate antibiotics to be targeted at the women most likely to be carrying
GBS at delivery, whose babies are therefore at greatest risk. Risk factors are poor predictors of
who is likely to be carrying GBS at delivery® and result in many women not carrying GBS being
given antibiotics during labour despite their babies not being at risk of EOGBS infection. Knowing
who is carrying GBS, screening not only improves prevention of early onset GBS disease (the
recent BPSU study showed that more 64% of mothers of babies with EOGBS had no known risk
factors at or before delivery’) but also ensures that fewer women not carrying group B Strep are
given unnecessary antibiotics.

The ECM test is simple, safe and painless and samples can be self-taken. The cost is relatively
small — estimated £11 to the NHS — in comparison to the huge cost of potentially avoidable
infection, disability and even death in newborn babies.

With the Government’s ambition to reduce neonatal deaths, brain injury around term birth,
stillbirths and maternal deaths by 50% by 2020, now is the ideal time to introduce screening for
GBS in pregnancy.

The Montgomery Ruling® by the Supreme Court made it clear that expectant mothers need to be
in a position to make informed choices about their care. Women want to be told about group B
Strep and offered GBS screening during pregnancy — a survey conducted in 2015° found that
fewer than half of new and expectant mothers had heard of GBS, although over 90% considered
that all women should be told about it during pregnancy and that all women should be offered
testing for GBS during pregnancy.

Implementation of the recommendations set out in Better Births will increase the number of
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women who give birth in midwifery-led settings. In denying women GBS-screening, some women
may be falsely reassured as being low risk, when they are at risk of giving birth to a baby who
may develop early-onset GBS infection. Current guidelines result in women who are not
screened being managed as if they are GBS-negative, yet if incidentally tested and found to be
positive, they are offered IAP. Women who are screened and found to be negative are not the
same as those who are not screened at all.

The issue of potential harms that may be caused by antibiotics in labour is of equal concern for
either a risk-based or a screening-based strategy. A UK study® reported that similar percentages
of women would be offered antibiotics in labour whether identified by screening late in pregnancy
or using risk factors. The difference would be that with screening, a far higher proportion of those
offered antibiotics would be carrying group B Strep than under the risk-based strategy.

2. Evidence of the on-
going benefit of
screening in continued
reduced rates of early-
onset group B Strep
infection in other
countries

The requirement for new evidence demonstrating the benefit of screening, while ignoring
evidence of sustained benefit, is unacceptable.

Countries that do screen and have data from before and after the introduction of screening report
their incidence has dropped by up to 86%'° ' 2 '* and it remains low'*. This is further
evidence of continued benefit.

In addition, in the UK, Northwick Park Hospital undertook a highly successful and well-received
pilot of GBS screening in 2014/5. The pilot found that screening resulted in an 80% reduction in
cases of early-onset group B Strep infection. In addition to reducing the number of GBS
infections at the Trust, the pilot also proved to be cost effective, providing estimated savings of
£250,000 per annum, by reducing the numbers of sick babies who needed care. Data were
supplied to the UK NSC for this review, but do not seem to have been included.

In countries where screening was implemented many years ago, it would be surprising if anyone
would be prepared to commission new research to establish its effectiveness. This is
understandable; the epidemiological data show beyond any reasonable doubt that screening
works.
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The UK NSC review fails to explain why the introduction of screening in the UK would not
produce a similar fall in the rate of EOGBS infection to that seen in other countries when
screening was introduced. Nor does it explain why the introduction of a risk-based strategy in the
UK has been associated with a rise in the rate and incidence of early onset GBS disease, rather
than a fall.

3. Studies on the
accuracy of the ‘gold
standard’ ECM test
should keep to those
where the correct
procedures were
followed.

The review questions the accuracy of the ‘gold standard’ enriched culture medium (ECM)
test, but majors on studies where the testing programme has been implemented poorly,
with recommended procedures not followed.

A positive ECM test result is 87% predictive of whether a woman will still be carrying GBS (and a
negative ECM test result is 96% predictive of her still not carrying GBS) when done within 5
weeks of delivery' and when procedures are correctly followed. Countries that have
implemented screening have seen their incidence of EOGBS infections fall dramatically, whilst in
the UK, where a risk-based strategy is used, the incidence has increased.

Screening using the ECM test is highly effective at identifying women carrying group B Strep so
that antibiotics can be offered to them in labour to reduce the risk of their baby developing
EOGBS infection. Even in those studies (cited in the UK NSC report) , where an ECM testing
programme was not well followed, the results were still more accurate at predicting GBS carriage
than either the result of a standard NHS test or using the risk factors approach.

4. Methodology

This report has not been prepared to an adequate standard and therefore is an inadequate
document on which to base conclusions.

Current best practice for systematic reviews and meta-analyses is for a PRISMA 2009 checklist
to be completed and many professional journals would refuse publication of a report without such
a checklist being completed. Although some elements of the report conform to PRISMA
requirements, this is not the case for many of the questions. Moreover, much of the report was
done by ‘rapid review’ in which there was only a second reviewer in 20% of cases.

Group B Strep Support response to report commissioned by UK National Screening Committee 2017 on antenatal screening for GBS carriage

5




Section and / or page
number

Text or issue
to which
comments
relate

Comment
Please use a new row for each comment and add extra rows as required.

How was the review carried out? There is either little or no information on who undertook the
study, their qualifications, or their expertise in relation to GBS. How do we know if they have the
ability to make judgements about the quality of the evidence?

Who did the first-pass appraisal and abstract reviews? What were their qualifications?
Here again, the same question: who were the two ‘independent assessors’, and what were their
qualifications to judge the quality of the papers and gauge any potential bias therein? Indeed,
how were the research papers selected?

Who constructed the ‘Overview’? What were their qualifications for doing this? Such
information is a standard requirement for formal papers reporting the results of any systematic
review.

Who were the ‘experts in the field’ who reviewed and sanctioned the final list of included
studies, papers and reviews (p13)?

Why were articles limited to those in the English language? Antenatal GBS screening is
undertaken in over 20 developed countries; but for many of those countries English is not the
main language.

Why were the unpublished data from the Northwick Park pilot of GBS screening excluded
from the report when similarly unpublished data from MBRRACE and the BPSU were
included?

Why was formal quality assessment undertaken for some but not all questions?
Why did the authors not assess studies looking at different detection methods (e.g.

different oxides, swab transport media, or culture broths or agar, or using rapid-testing
technology)?
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Why do some of the statements give a misleading impression in relation to the references
quoted? For example, on page 41 the report says “Five studies presenting data on the variation
between antenatal and intrapartum GBS carriage status were identified in the search
(Appendix 19).4142444548 Equr were prospective cohort studies*'*****° and one was a
retrospective cohort study.*® All five studies reported that GBS carriage status varied in
pregnancy; between 10.9% (5/46)41 and 32.7% (48/147)42 of women with positive GBS culture
during the third trimester had a negative GBS culture at term”.

We assessed the five papers referenced to check their relevance and reliability.

Reference 41 (Kunze et al 2015'®) reported that in their study, only 22.7% (144/633)
underwent a fully guideline-compatible PS (prepartum screening) — 33.6% had only a
vaginal swab. A selective broth medium for enrichment of GBS was used in just 29.2 % of
cases (185/633). In 83.7 % (784/937) of the women who received intrapartum GBS
screening, screening was performed within 7 days of delivery, i.e. not actually
intrapartum.

Reference 42 (Kwatra et al'’) referred only to testing during pregnancy, over many weeks
(20-25, 26-30, 31-35, 37+) and no samples for culture were taken intrapartum.

Reference 44 (MacKay et al'®) reported on only 61 subjects known to be positive on
antenatal screening and who had swabs taken on admission in labour, and the authors
reported that “the numbers in our study are relatively small and our observation should be
confirmed by a larger trial”.

Reference 45 (Scasso et al'®) also included only 60 subjects.

Reference 48 (Szymusik et al®®) described the methodology used very poorly; in
particular, they referred only to ‘culture based screening’ at 35-37 weeks and a “culture-
based swab collected for

GBS colonization at the time of admission”, with no information given about where the
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swabs were taken from (e.g. low vaginal or low vaginal/anorectal) or the culture
procedure. Without such information the study is impossible to interpret.

In summary, two of the references did not contain information relevant to the GBS carriage rate in
labour, two were of very small numbers, and in one there was inadequate information about
methodology. Taken together, they do not justify the drawing of any firm conclusions about the
efficiency of screening to predict intrapartum carriage. Much more relevant is the study of Yancey
et al (The accuracy of late antenatal screening cultures in predicting genital group B
streptococcal colonization at delivery. Obstet Gynecol 1996; 88(5):811-815) who studied 826
women and who found a sensitivity of late antenatal screening for the prediction of GBS carriage
during labour of 87% and a specificity of 96%. This paper is, however, not mentioned in the
review, despite being one of the best-conducted studies ever performed on this topic.

UK NSC Criterion 1. The
condition should be an
important health problem
as judged by its
frequency and/or
severity. The
epidemiology, incidence,
prevalence and natural
history of the condition
should be understood,
including development
from latent to declared
disease and/or there
should be robust
evidence about the
association between the
risk or disease marker
and serious or treatable

Report
finding - Not
Met

GBSS view: Met

Early-onset GBS (EOGBS) infection is recognised as an important health problem, with good
data on its frequency and severity. The epidemiology, incidence, prevalence and natural history
of the condition are understood. In respect of meeting the requirement for understanding the
“development from latent to declared disease and/or there should be robust evidence about the
association between the risk or disease marker and serious or treatable disease.” evidence
shows that the mother carrying GBS around the time of birth is a prerequisite for a baby
developing EOGBS infection.

The UK NSC report points out that the ECM test, designed to detect GBS carriage, does not
specifically predict which women will have babies who develop group B Strep infection. It does
however fulfil the requirement of a screening test — it does detect which women are at raised risk
of their baby developing EOGBS infection, which is precisely what the risk-based approach also
aims to do (albeit much less reliably and without any evidence of efficacy, unlike the screening
approach).

There is already ample evidence that meets this criterion. Additional research would be helpful in
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from epidemiological studies to be confident that the screening approach works.
GBSS has a significant number of families who support the charity as a result of their
experiences of EOGBS, which have left their children with significant neurodisability. This is an
important area of concern but takes up just V2 a page of the main report and two tables in the
appendix.
There is published research on outcomes of meningitis:

1. Libster et al®' reported long-term outcomes for children surviving GBS meningitis
revealing that 56% are functioning normally. The remainder sustained mild-to-moderate
(25%) or severe (19%) neurodevelopmental impairment.

2. Okike et al®| reported that group B Streptococcus (GBS) caused 150/302 [50%];
incidence, 0.16/1000 live births; 95% CI, .13—18. Overall case fatality was 8% (25/329)
and was higher for pneumococcal meningitis (5/26 [19%]) than GBS meningitis (7/135
[5%]; P = .04). Conclusions. The incidence of bacterial meningitis in young infants
remains unchanged since the 1980s and is associated with significant case fatality.
Prevention strategies and guidelines to improve the early management of cases should
be prioritized.

3. Poor neurodevelopmental outcome has been demonstrated in ELBW infants, when
infection is non-cerebral, and this has been linked to the effect of pro-inflammatory
cytokines in the developing brain®.

4. Infection, including EOGBS infection, has also been shown to be the underlying cause of
neurological dysfunction in some term babies who present at birth with features of
hypoxic-ischaemic encephalopathy, and such babies are at significant risk of
neurodisability®*

6. UK NSC Criterion 2. Al | Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
the cost-effective primary | finding - Not
prevention interventions | specifically The UK introduced a risk-based prevention strategy in 2003, which was updated in 2012. The
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should have been
implemented as far as
practicable.

mentioned.

implementation of this strategy has been the subject of two RCOG audits. This strategy has
failed; the rate of babies with EOGBS infection reported by BPSU (excluding GBS stillbirths) in
the UK and Republic of Ireland increased from 0.48 to 0.54 per 1,000 live births between
2000/1%° and 2014;/5Eror! Bookmark notdefined. " yagnita the introduction of the risk-based strategy in
2003 and its update in 2012. The latest study reported 4.7% of the babies sick with GBS infection
died, though failed to mention how many survivors suffer long-term disabilities. Other research
has reported that overall 7% of survivors suffering long-term disability, with up to 50% of
survivors of group B Strep meningitis being disabled.

The risk-based strategy has been tried, tested and has failed. As the latest BPSU report states,
“New strategies for preventing GBS in this age group are urgently needed.”

Preventing early-onset GBS infection in babies will save money compared with treating the
effects. Within the last ten years, four reports have been commissioned through the
Government’s Health Technology Assessment Programme®?® 228 to establish how to combat
preventable GBS infection in newborn babies. All have found screening to be more cost effective
than risk-based prevention and recommended that steps to introduce screening should be
explored. This research has been ignored and no explanation is given as to why.

In NHS risk management, a “Fresh Eyes” approach is used to reduce risk of harm to patients.
This encourages an unbiased and unblinkered view of any given situation. We suggest that the
NSC may consider such an approach to evaluating the data in relation to GBS infection and the
benefits of a screening programme.

7. UK NSC Criterion 3. If
the carriers of a mutation
are identified as a result
of screening the natural
history of people with this
status should be
understood, including the

Report
finding - Not
specifically
mentioned.

GBSS view: Not applicable
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8. UK NSC Criterion 4. Report GBSS view: Met
There should be a finding - Not
simple, safe, precise and | Met The criterion asks for a simple, safe, precise and validated screening test (not a diagnostic test).

validated screening test.

Offering pregnant women reliable testing for GBS carriage is international best practice; rates of
early onset GBS disease have fallen significantly in countries that offer routine antenatal testing
to pregnant women.

The international ‘gold standard’ test for GBS carriage — the ECM test — is a simple, safe and
widely recognised as the ‘gold standard’. It is a non-invasive test, with samples taken from the
low-vagina and ano-rectum, usually at 35-37 weeks of pregnancy, which are then cultured in
enhanced media in the laboratory. The USA introduced a screening strategy in 2002, and the
rate of EOGBS infection almost halved between 2002%° and 2014, falling from 0.40 to 0.24/1000
live births (down from 0.7 in 1997°%").

When the ECM test was properly performed no more than 5 weeks before delivery, a negative
result was 96% predictive of not carrying GBS at delivery and a positive result was 87%
predictive of carrying GBS at delivery (Yancey et al 1996").

The ECM test is validated — it is described by PHE’s UK SMI B58.

Since the ECM method is the only test method for detecting GBS carriage considered by the
report, the authors should only have used studies that followed the guidelines for ECM testing,
including swab sites, transport media, culture methods and timing. The authors included papers
reporting on tests that either did not follow the ECM guidelines properly or where it was unclear
(and frankly doubtful) that they did. Therefore, the reported PPV and NPV will be the absolute
minimum values. This test has been used for decades in other developed countries, and is
described in PHE’s UK Standard B58 (effectively therefore the UK ‘gold standard’ for detecting
GBS carriage).
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However, even including the studies with poor adherence to the recommended testing strategy,
antenatal GBS screening is still a better predictor of GBS carriage in labour than risk factors.
Most EOGBS disease occurs in term babies and, while babies born preterm account for a higher
proportion of mortality, the major impact of overall morbidity is in babies born at term. Screening
would significantly decrease EOGBS disease in term babies while neither screening nor the UK’s
risk-based strategy would reduce EOGBS infection in babies born preterm.
It is unclear why the review document uses a data set different from that published relating to the
recent BPSU study, nor why it includes in various places CDC risk factors as well as those
described by NICE and RCOG.
The report states that screening at 35-37 weeks is not a good predictor of GBS carriage in
labour, yet this is a blinkered interpretation of the data, as described above.
The report also highlights on more than one occasion how screening at 35-37 weeks would miss
preterm births, which are at a higher risk of EOGBS and its most severe consequences. While
this is true, the majority of EOGBS occurs in term babies, so the majority would benefit. There
would also be an enhance benefit from enhanced healthcare worker and patient awareness of
GBS, which may benefit preterm babies as well as term.
9. UK NSC Criterion 5. The | Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
distribution of test values | finding - Not
in the target population specifically The test is positive or negative. The UK carriage rate is recognised to be 20-25% of women®.
should be known and a mentioned.
suitable cut-off level
defined and agreed.
10. UK NSC Criterion 6. The | Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
test, from sample finding - Not
collection to delivery of specifically Evidence from other countries shows that sample collection (both self-collected and collected by
results, should be mentioned. health professionals) through to the delivery of the results is acceptable®, with high rates of take
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acceptable to the target up of antenatal GBS testing. This has also been the case in the UK, most recently during the
population. successful Northwick Park pilot of antenatal GBS screening, and in other research®.
Women are offered IAP when identified serendipitously as GBS carriers. If detecting GBS
carriage changes management, then women should be offered the option to find out whether
they are carrying GBS especially if they are choosing to deliver in a low risk, midwifery led
setting. If they are not, this is inequitable.
11. UK NSC Criterion 7. Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
There should be an finding - Not
agreed policy on the specifically Existing UK guidelines already recommend offering women intrapartum IV antibiotics when GBS
further diagnostic mentioned. has been detected during the current pregnancy>*.
investigation of
individuals with a positive
test result and on the
choices available to
those individuals.
12. UK NSC Criterion 8. If Report GBSS view: Not Applicable
the test is for a particular | finding - Not
mutation or set of genetic | specifically
variants, the method for | mentioned.
their selection and the
means through which
these will be kept under
review in the programme
should be clearly set out.
13. UK NSC Criterion 9. Report GBSS view: Met
There should be an finding - Not
effective intervention for | met Intravenous antibiotics given in labour to women where GBS has been detected during the

patients identified
through screening, with

current pregnancy are highly effective at reducing EOGBS infection.
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evidence that intervention A population-based study from 2002* found that the screening approach was 50% more effective
at a pre-symptomatic than the risk-based approach at preventing early-onset GBS infection. Research shows that the
phase leads to better incidence of EOGBS infection falls substantially after the introduction of screening, eg in the US
outcomes for the by over 80%°°, in Spain by 86%'", in Australia by 82%°” and in France by 71%"°. In these
screened individual countries, the rates of EOGBS infection are significantly lower than those in the UK.
compared with usual
care. Evidence relating to With the current risk based approach, 35% of babies with EOGBS infection have no known risk
wider benefits of factors’.
screening, for example
those relating to family While the UK NSC review focusses heavily on potential harms, the effect or incidence of which
members, should be are not clear, it focusses less on the known benefits; preventing potentially life-threatening
taken into account where infection in newborn babies, and all that comes with those infections. Moreover, there are
available. However, detailed accounts of studies of the effects of the antenatal administration for long periods (up to
where there is no ten days in the Oracle studies) of broad spectrum/multiple antibiotics. Such studies are of no
prospect of benefit for the direct relevance to the administration of penicillin limited to the duration of labour, and create a
individual screened then misleading impression of potential harms. Current NICE guidelines (2011) on the administration
the screening programme of broad-spectrum antibiotics prior to Caesarean section (incidence currently 27% in the UK)
shouldn’t be further state specifically “no effect on the baby has been demonstrated”.
considered.

14. UK NSC Criterion 70. Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
There should be agreed | finding - Not
evidence based policies | specifically Intravenous antibiotics are already given in labour to women where GBS has been detected
covering which mentioned. during the current pregnancy and this is recognised as being effective at reducing EOGBS
individuals should be infection. See RCOG’s Greentop Guideline No 36* and NICE CG149*.
offered interventions and
the appropriate
intervention to be offered.

15. UK NSC Criterion 71. Report GBSS view: Not Met — and not likely to be
There should be finding - Not
evidence from high met The review highlights the lack of RCT evidence but fails to point out that such studies have been

quality randomised

proposed for the UK but never funded. This seems a convenient and perennial excuse to do
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controlled trials that the
screening programme is
effective in reducing
mortality or morbidity.
Where screening is
aimed solely at providing
information to allow the
person being screened to
make an ‘“informed
choice” (such as Down’s
syndrome or cystic
fibrosis carrier
screening), there must be
evidence from high
quality trials that the test
accurately measures risk.
The information that is
provided about the test
and its outcome must be
of value and readily
understood by the
individual being
screened.

nothing. The original introduction of penicillin was implemented without the benefit of a
randomised controlled trial.

Evidence from lower quality research in other countries has reported a 71-86% fall in the
incidence of EOGBS disease following the introduction of screening. This level of evidence is
considered by many to obviate the need for a randomised controlled trial, although we would
support such a trial were it to be funded.

16.

UK NSC Criterion 12.
There should be
evidence that the
complete screening
programme (test,
diagnostic procedures,
treatment/ intervention) is
clinically, socially and

Report
finding - Not
specifically
mentioned.

GBSS view: Met (but why has the UK NSC report failed to address this criterion?)

Evidence of the acceptability of screening in other countries, and in the UK studies that involved
screening, demonstrates this®**®° as does the fact that none of the countries that has introduced
antenatal screening has subsequently abandoned it in favour of a risk-based strategy.

Bounty has conducted 3 surveys asking women in early pregnancy through to their youngest
child being 12 months or less their views about antenatal screening for GBS carriage, which
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ethically acceptable to demonstrated that screening was desired and more than simply acceptable®*%*'.
health professionals and
the public. A petition calling on the Secretary of State for Health, Jeremy Hunt MP, the Chief Medical Officer
for England, Prof Dame Sally Davies and the Chief Executive of Public Health England, Dr
Duncan Selbie to ensure that information about GBS and screening for GBS carriage are offered
to all pregnant women has over 260,000 signatures. Clearly over 260,000 people believe the test
is acceptable.
17. UK NSC Criterion 13. Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
The benefit gained by finding - Not
individuals from the specifically There is no evidence of significant harm in studies from countries that have adopted screening,
screening programme mentioned. for example, recent studies have shown no concomitant increase in other neonatal infections

should outweigh any
harms for example from
over-diagnosis,
overtreatment, false
positives, false
reassurance, uncertain
findings and
complications.

consequent on a reduction in early onset GBS disease®.

There is general acceptance that antibiotics should be offered in labour when GBS carriage is
identified during the current pregnancy, because it is recognised that intrapartum antibiotic
prophylaxis is highly effective at reducing EOGBS infection. Screening facilitates accurate
detection of GBS carriage, and therefore, the ability to optimise the use of antibiotics; which
addresses all the challenges cited in the criterion - over-diagnosis, overtreatment, false positives,
false reassurance, uncertain findings and complication.

Surprisingly, the review gives significant emphasis to the side effects of erythromycin, a broad-
spectrum antibiotic, given orally in low dose, and not one of the recommended antibiotics for
intrapartum antimicrobial prophylaxis. These side effects cannot be extrapolated either to
penicillin G (the first-line drug recommended), or to clindamycin.

Despite the review not mentioning them, harms from potentially preventable EOGBS infection are
wider than death and disability of the baby. They also include harms caused to the baby’s
immediate and sometimes extended family both during the acute phase, and in the years
following, psychologically and emotionally as well as physically. For example:
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e Harms during the inpatient treatment during the baby’s early hours, days and weeks of
life, including emotional, psychological and financial costs

e Harms caused by uncertainty around what, if any, damage the baby has sustained from
his/her EOGBS infection, including costs (emotional, psychological and financial costs) of
follow up consultations and tests

e Harms caused by a baby dying from EOGBS infection (emotional, psychological and
financial costs)

e The effect all or any of the above have on the family during subsequent pregnancies

In addition, there are costs associated with the burden of additional care for the family both
during the acute period around birth, diagnosis and treatment of infection, and of ongoing follow
up/treatment, or around and following a baby’s death from potentially avoidable GBS infection.
There are also costs associated with the additional support provided to families in subsequent
pregnancies, plus costs to society of avoidable deaths and disability. These costs do not seem to
have been taken into account and need to be set again the potential harms caused by screening,
which are examined in full in the document.

No evaluation of the acceptability to parents and/or health professionals of the different potential
harms (those of screening and those of potentially avoidable EOGBS infection) seems to have
been part of the review or indeed considered. Why not? As an obstetrician told us recently, “/
don’t want to have to counsel any more bereaved parents when a cheap test and even cheaper
antibiotics would have saved their baby.”

18. UK NSC Criterion 74.
The opportunity cost of
the screening programme
(including testing,
diagnosis and treatment,
administration, training
and quality assurance)

Report
finding — Not
met.

GBSS view: Met

Previous cost-benefit analyses have demonstrated that antenatal screening is cost-effective and
more cost effective than the risk-based strategy?®-2’-Error! Bookmark not defined. .23

This report is seeking much more evidence than has been required for other screening decisions,
for less common conditions, which have been approved based on less evidence. For example
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should be economically

balanced in relation to e PKU (prevalence 1in 10,000) — ‘there are only a few well conducted economic

expenditure on medical evaluations but the evidence suggests that screening all babies for PKU makes sense

care as a whole (value financially as well as for health and social reasons’

for money). Assessment (https://www.gov.uk/government/uploads/system/uploads/attachment data/file/390977/He

against this criteria alth _Professional Handbook 2012 v1.0 December 2012.pdf)

chﬂgcgagir;eggg fo ¢ MSUD (prevale_nce 1in 116,000) — https;//leqacvscreeninq.phe.orq.uk/msud - pilot _study

benefit of these new disorders to screen for ‘A pilot should be undertaken to address gaps in our
knowledge relevant to the expansion of newborn screening in the UK'. Study in 6 centres.
437,187 samples were analysed and 30 screen positive cases identified. One aim was to
‘Help define the costs of screening and undertake cost effectiveness assessment’. This
seemed to involve a questionnaire ‘which asks parents to give their maximum willingness
to pay for an extension in a screening programme’
(http://link.springer.com/article/10.1007/s10545-011-9354-0). “The mean willingness to
pay for the expanded programme was £178 compared to £219 for the hypothetical
expanded programme without false positives (p > 0.05)”. This compares with the ECM test
to detect GBS carriage costed at £11 per pregnancy if rolled out on the NHS.

19. UK NSC Criterion 15. Report GBSS view: Could easily be met (but why has the UK NSC report failed to address this

Clinical management of | finding - Not criterion?)

the condition and patient | specifically

outcomes should be mentioned. The clinical management that is required is IAP to be offered to mothers who test positive. This

optimised in all health
care providers prior to
participation in a

screening programme.

is the same treatment that is already in use under the risk-based approach - the difference
is that screening will target the antibiotics at women whose babies are most likely to be at risk of
developing EOGBS infection, not at women whose babies are unlikely to be affected. There are
existing guidelines on administering this medication, which would require minimal, if any,
updating.

Likewise there is already a UK standard for detecting GBS carriage (PHE’s UK SMI B582).
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There is also existing guidance for what treatment should be given to babies with suspected or
proven EOGBS infection (NICE CG149).
20. UK NSC Criterion 16. All | Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
other options for finding - Not
managing the condition specifically There is existing guidance on intrapartum antibiotic prophylaxis and on managing EOGBS
should have been mentioned. infection in babies - the RCOG’s Greentop guideline No 36 on early onset GBS infection was
considered (such as updated in 2012, and NICE CG149 Antibiotics for Neonatal Infection guideline® was also
improving treatment or published in 2012, which describe both. Since then, the RCOG has undertaken an audit of UK
providing other services), maternity units and published two reports'*®, which found that the risk factors and indicators for
to ensure that no more IAP were well embedded in their GBS prevention policies. Despite this, the rate of EOGBS
cost effective intervention infection continues to increase in the UK.
could be introduced or
current interventions
increased within the
resources available.
21. UK NSC Criterion 17. Report GBSS view: Could Easily be Met (but why has the UK NSC report failed to address this
There should be a plan finding - Not criterion?)
for managing and specifically
monitoring the screening | mentioned. The plans for managing and monitoring ECM testing, due for implementation from 1 January
programme and an 2014 with a U-turn in the decision to implement in late December 2013, could be updated. There
agreed set of quality is already the PHE’s UK SMI B58 for the ECM test process, and IAP is already offered for GBS
assurance standards. carriage.
These, plus experience of managing and monitoring other antenatal screening programmes,
should enable this criterion to be readily met.
22. UK NSC Criterion 18. Report GBSS view: Not Addressed (but why has the UK NSC report failed to address this criterion?)
Adequate staffing and finding - Not
facilities for testing, specifically Plans made in advance of the expected introduction of ECM testing from 1 January 2014 could
diagnosis, treatment and | mentioned. be revived, and speed the assessment of requirements for this. In addition, lessons could be
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programme management learned from maternity units that currently offer ECM testing, plus the experience from Northwick
should be available prior Park Hospital, which undertook a highly successful and well-received pilot of GBS screening in
to the commencement of 2014/5.
the screening
programme.

23. UK NSC Criterion 19. Report GBSS view: Not Addressed (but why has the UK NSC report failed to address this criterion?)
Evidence-based finding - Not
information, explaining specifically Plans made in advance of the expected introduction of ECM testing from 1 January 2014 could
the purpose and potential | mentioned. be revived, and speed the assessment of requirements for this. In addition, lessons could be
consequences of learned from maternity units that currently offer ECM testing, and the experience of Northwick
screening, investigation Park Hospital, which undertook a highly successful and well-received pilot of GBS screening in
and preventative 2014/5, as mentioned above.
intervention or treatment,
should be made available GBSS already produces high quality patient-information leaflets that are widely used in NHS
to potential participants to maternity units and which are undergoing certification for The Information Standard.
assist them in making an
informed choice. In addition, the RCOG also provides information, both through its GTG and through the related

patient information leaflets.

24. UK NSC Criterion 20. Report GBSS view: Met (but why has the UK NSC report failed to address this criterion?)
Public pressure for finding - Not
widening the eligibility specifically There are clear parameters for antenatal screening for GBS carriage in other countries, which are
criteria for reducing the mentioned. scientifically justifiable and readily importable to the UK for the same reasons they were

screening interval, and
for increasing the
sensitivity of the testing
process, should be
anticipated. Decisions
about these parameters
should be scientifically
justifiable to the public.

approved in those countries. In addition, these countries have not seen public pressure for
widening the eligibility criteria.

Public pressure is for informing pregnant women about group B Strep and offering them testing
for group B Strep during their pregnancy, as the recent petition (www.change.org/GBS) calling for
this, and signed by over 259,000 people attests.

Research to improve the sensitivity and specificity of testing would be welcomed. However, until
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a better test is developed, evidence shows testing using the ECM test is better than the current
risk-based prevention strategy.

Please return to the Evidence Team at screening.evidence@nhs.net by 25™ January 2017
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