PETITION RESPONSE NO. 2
The Government is concerned about GBS infection in the newborn and the serious impact on those affected by the disease. That is why it has sought the advice of the UK National Screening Committee (UKNSC) on the best approach to this question. The UKNSC is the body that advises the Government and the devolved administrations on all aspects of screening.

The advice of the UKNSC, which is consistent with that of the Royal College of Obstetricians and Gynaecologists (RCOG) and the National Institute for Health and Clinical Excellence (NICE), is that routine screening for GBS should not be offered to all pregnant women. This is because there is insufficient evidence to demonstrate that the benefits to be gained from screening all pregnant women and treating those carrying the organism with intravenous antibiotics during labour would outweigh the harms. 
For example, there is a small but real risk of serious adverse reactions with penicillin, and concerns that increased use of antibiotics will result in the development of antibiotic resistance. It is estimated that about a quarter of all pregnant women would be offered treatment during labour with intravenous antibiotics if all were screened.

GBSS says – this is disingenuous.  Athough there hasn’t been specific research looking at whether the benefit of such screening plus treatment would outweigh the potential harms or not, there is plenty which shows the massive reduction in GBS infections in newborn babies when such screening and treatment is introduced.  Also, there is research which looks at the potential down-sides of offering screening and/or antibiotics, although this is mostly not UK or GBS-specific.  Other countries have looked at the available research and decided to offer routine testing to woman late in pregnancy to minimise the risk of GBS infection in their babies, saving thousands of babies from the trauma GBS infection can bring.

Current, evidence-based, best practice for the management of GBS infection is set out in the RCOG, risk-factor-based, guideline number 36 Prevention of Early Onset Neonatal Group B Streptococcal Disease (2003). This can be found on the RCOG website.

Current advice from relevant bodies is therefore not to routinely test for GBS in pregnant women but to use clinical risk factors to identify and manage the risk of GBS as set out in this guideline. If there is a clinical decision to test for GBS carriage in individual cases, the test used is for local decision.

GBSS says – This is disappointing. The policy advice referred to is out of date. A review of the current RCOG guidelines, due November 2006, has only just started and completion is expected “within approximately 2 years” –Spring 2010?  Recommendations from the UK National Screening Committee (UK NSC) haven’t changed since 2003, despite research they commissioned showing that a better GBS prevention strategy – including offering sensitive testing for GBS to all low-risk pregnant women and offering intravenous antibiotics in labour to all higher risk women, including those found to carry GBS -is justified on cost/benefit grounds. 

The comment that where there’s “a clinical decision to test for GBS carriage in individual cases, the test used is for local decision” is interesting.  On the one hand, it implies that local clinicians can use the much more sensitive Enriched Culture Medium (ECM) method, rather than the more usual and hugely less sensitive High Vaginal Swab (HVS) test method, but on the other hand most of the health professionals involved in maternity services don’t know that an HVS test will only find up to 50% of women carrying GBS at the time the swab is taken.

· What action is being taken to ensure health professionals in maternity services are aware of and therefore can use optimal tests for the detection of GBS carriage in pregnancy?

Healthcare professionals are encouraged to adopt the RCOG guideline. An interactive electronic learning resource for healthcare professionals based on the guideline, which was commissioned by the UKNSC sponsored GBS Coordinating Group, is available from the National Electronic Library for Health website. This will be updated to reflect any changes in the RCOG guideline. The RCOG has also produced a public information leaflet and a one page summary document to support the guideline. 

Information for women on GBS infection is contained in the Pregnancy Book and on NHS Direct Online. The RCOG and Group B Strep Support also publish information online about GBS. This provides a range of information materials for the public and professionals.

GBSS says: Healthcare professionals may be ‘encouraged to adopt the RCOG guideline’ and use clinical risk factors but the RCOG’s own audit shows that few maternity units, even after three years, have protocols entirely consistent with RCOG guidelines.  And that’s before considering how many health professionals actually follow their own unit’s stated guidelines. 

It’s wonderful that online resources about preventing GBS infection in newborn babies are available to health professionals and pregnant women.  However, if medical professionals do not actively raise the issue of GBS with the families in their care, a large proportion of expectant parents just won’t find out about it.  Not everyone has access to the Internet, nor will all those know to research GBS.  It’s a vicious circle - without knowing about GBS, people won’t phone up NHS Direct to ask about it, or search on the RCOG (or any other) website for further information, so they won’t be able to make an informed decision about what’s best for them and their baby.  
We’re in danger of becoming a two-tier system we’re relying on patients being willing and able to search out healthcare information for themselves, rather than this being provided by the health professionals.

· What action is being taken to ensure that people who do not have access to the internet, or who are unlikely to be given or read the NHS Pregnancy Book are actively provided with quality information on GBS prevention? 

· There is no incentive for health professionals to ensure their knowledge on GBS prevention is up to date and the online teaching resource mentioned does not give credits for health professionals’ continuing medical education.  What incentives are the Government offering to encourage relevant health professionals to ensure their knowledge of GBS prevention is up to date?

Up to 60 per cent of cases of early-onset GBS infection are associated with identifiable risk factors – one of which is GBS carriage during the current pregnancy.  Without offering women sensitive testing late in pregnancy for GBS carriage, how will pregnant women know whether they carry it or not? 

The recently updated National Institute of Clinical Excellence (NICE) antenatal care guidelines states that at the first contact with the health professional “Antenatal information should be given to pregnant women according to the following schedule…. all antenatal screening, including screening for haemoglobinopathies, the anomaly scan and screening for Down’s syndrome, as well as risks and benefits of the screening tests.” This is not happening, with most pregnant women being unaware of GBS and the possibility of testing for carriage during pregnancy.  What will be done to address this?

Shouldn’t the Government at least ensure that pregnant women are told that sensitive testing is available privately, and how to go about getting it?  There are other medical procedures available privately that the public are told about – why is testing for GBS carriage in pregnancy not one of these?  And what about the other infections (more than 40 per cent of the total), many of which could also be prevented but can’t be using just the RCOG guidelines to identify those at higher risk?

A major Health Technology Assessment (HTA) modelling study entitled Prenatal screening and treatment strategies to prevent group B streptococcal and other bacterial infections in early infancy: cost effectiveness and expected value of information analyses (2007) concluded that more research is necessary before considering a change in the current policy not to offer universal screening. It recommended that immediate efforts should be focused on improving the clinical management of high-risk pregnancies with the main research priority being the development of a vaccine to prevent GBS in the newborn. The study is available on the British Medical Journal website.

In keeping with the conclusions of the HTA study, the RCOG has commenced its guideline review process. This should be completed within approximately two years. Meanwhile, the RCOG is drawing the current recommendations to the attention of its Fellows and Members. The Joint Committee on Vaccination and Immunisation is examining the question of vaccine development to treat GBS. 

GBSS says, “The statement that the HTA study “concluded that more research is necessary before considering a change in the current policy not to offer universal screening” is disingenuous.  What the paper actually said is:

“We start with current best practice in the UK, which is clearly superior to the recommendations of the Royal College of Obstetricians and Gynaecologists and involves treating 7.4% of women with antibiotics, with a net benefit for the UK per year of £21.4m compared with doing nothing… Our results show that current best practice in the UK is clearly not cost effective.  All cost effective options involve treating all preterm and high risk term groups without testing.  We suggest that policy makers consider immediate extension of current practice to give antibiotic treatment to all women with preterm and high risk term deliveries.”

So the RCOG policy of continuing to promote their existing guidance is not consistent with the conclusions of this paper.  The recommendations for treatment without testing are not mentioned in the Downing Street response.  The HTA report then goes on to say:

“Assuming treatment of all preterm and high risk term women is adopted, the most cost effective option would be to add culture testing for low risk women (risk groups 7, 11, and 12).  This option is unlikely to be adopted without further research.”

They DON’T say screening shouldn’t be adopted without further research, they merely acknowledge the determination of the current authorities not to do it.  The HTA report goes on to say:

“Firstly, the UK National Screening Committee requires evidence from high quality randomised controlled trials that the screening programme is effective in reducing mortality or morbidity”

Not ‘we require’ but the UK National Screening Committee (UKNSC) requires, thus it is a circular argument to use this statement to justify the position of the UKNSC.  The paper then says:

“The claim that high quality trials are lacking is the principal rationale for the proposed £12m HTA trial of culture screening compared with current best practice”

Note the phrase ‘the claim’.  The caution about introducing screening expressed in the paper is entirely based around the possibility that a vaccine will suddenly emerge, and make investment in screening a waste of money.  We all know how long we have been waiting for a vaccine, and the paper highlights the potential problems in introducing one.  The paper finishes by criticising the current approach:

“the (proposed HTA) study raises ethical concerns about randomising 540000 women to intervention and control arms that are clearly not clinically or cost effective”

Where in the Downing Street statement is their acknowledgement of the first sentence of the conclusions?:

“Current recommendations for prepartum antibiotic use in the UK should be urgently reappraised with a view to extending treatment to all preterm and high risk term groups.”
Finally, in the ‘what this study adds’ box the paper says:

“Current best practice is not cost effective, and immediate extension of routine antibiotic treatment practice to all preterm and high risk term deliveries would be beneficial and could be readily implemented.  Thereafter, it is uncertain whether the optimal choice would be culture based testing for low risk women, or vaccination plus treatment of all preterm and high risk term deliveries and no testing for low risk women”

Note; one or the other.  And not nothing.  So the Downing Street statement clearly ignores these key recommendations of the HTA study.  They are plainly on the back foot when they have to resort to the sort of manipulation and spin evident in their response.  The truth will win in the end!

The Government takes the issue of GBS infection very seriously and fully appreciates that the impact for those affected can be devastating. 

Questions that remain unanswered include:

· When are the current UKNSC guidelines on GBS being reviewed? 

· There is no NICE guideline on GBS, just a small section in their Antenatal Care guideline which was not updated in the recent review, despite requests that it would be by clinicians, health organisations and GBSS – when will this section be reviewed or a GBS guideline produced? 

· What research will be used to inform the review of the recommendations concerning GBS from RCOG, from the UK National Screening Committee and from NICE? 

· Who will undertake these reviews?  And will they be required to declare all conflicts of interest?
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