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	Stakeholder

Organisation
	Evidence

submitted
	Document name
	Section
	Page No.
	Comments

Please insert each new comment in a new row.
	Response

Please respond to each comment

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	Executive Summaries  - Pregnancy Review and Preconception Review
	General
	
	We are concerned that there is no reference to the SACN report as this is more up to date than the COMA report which is referenced in the evidence.

SACN report: Folate and Disease Prevention  - pdf available at: www.sacn.gov.uk/reports/


	Thank you, this reference will be added to the background of the review. 

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	Introduction to the Synopsis 


	1.2 Context
	1
	Effectiveness review

ASBAH (is pleased to see that there is a focus on nutritional status of mothers before and during (as well as after) pregnancy, with a particular focus on mothers … from low incomes. 


	Thank you. 

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	Executive Summary Maternal & Child Nutrition pregnancy review MIRU U of York

Also in Executive Summary of preconception review
	Results: Folic acid and dietary folate

Evidence statement 4
	3

4
	Evidence that interventions including media campaigns and free supplements, along with advice of when to take folic acid, will increase uptake has practical limitations.  We are not aware of any intention by the DH to make supplements free to those planning pregnancy (when folic acid is needed).  


	Noted, thank you. 

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	Evidence Summary - 
Preconception review
	Evidence statement 5
	5
	Also, as shown in the evidence, many professionals are not entirely sure of when and how much folic acid women should take.
	Noted, thank you. 

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	Quantifying the effect of folic acid 

Wald NJ, Law MR, Morris JK, Wald DS 

Lancet 2001 Dec 15;358(9298):2069-73

http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11755633&dopt=Abstract
Table from page 2151 of: Neural Tube Defects and Other congenital Malformations of the Central Nervous System in Emery AEH Rimoin DI (eds) Principles and Practice of Medical Genetics 3rd Edition Churchill Livingstone 1997 pp2151
	General
	
	
	According to Principles and Practice of Medical Genetics (see evidence submitted) women with any family history of NTD (or whose partner has any family history) are at a higher risk and should also be advised to take a higher dose of folic acid. And the higher the dose of folic acid, the lower the risk of NTD (see attachment: ”Quantifying folic effect”.
	Thank you for your comment. The needs of those at greater risk will be considered in the development of the guidance Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	? SACN report 
	9
	124

(Para 506)
	If fortification of flour with folic acid goes ahead, guidance will need to ensure that professionals still advise women to take 400mcg supplements and eat a good diet when planning a pregnancy, or if of child bearing age.
	Agreed.  

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	General
	
	
	In conclusion we ask that the additional evidence cited should be considered, to ensure that guidance will contain details of the advice professionals should give regarding the dose and timing of folic acid.
	All the evidence will be considered and the reviews updated so that the PDG has the most up to date and best available evidence to inform the guidance.

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	Reference: Folic Acid and Prevention of Neural Tube Defects DoH 1992
	
	
	Evidence to support advice given to women is not sufficient as it only refers to the higher dose for those with an NTD themselves or with a previously affected pregnancy.
	Noted, thank you. 

	Association for Spina Bifida and Hydrocephalus (ASBAH)
	
	Reference: HEA 1998 Changing Preconceptions
	
	
	As evidence shows that women often don’t take folic acid until advised to do so by a professional, then training of professionals will be essential to ensure that proper advice is given to women.
	Thank you for raising this issue. 

	Barnsley PCT
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	
	
	Need more studies on this
	Agreed. Unfortunately there are few studies that have looked at the cost effectiveness of breastfeeding. 

	Barnsley PCT
	
	Evidence Summary - 0 to 6 Months
	Milk Feeding
	
	Excellent thank you
	Thank you. 

	Barnsley PCT
	
	Expert Report - Handling and storage of expressed breast milk
	
	
	No comments
	Thank you. 

	Professor Booth and co signatories
	
	
	
	
	Letter from Professor Booth and co-signatories, dated1st May 2007
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Letter from Professor Booth and co signatories to NICE dated 1st May 2007
Dear Sirs

Re: Maternal and child nutrition: consultation on synopsis of the evidence

We, the undersigned, were consulted by the Infant and Dietetic Foods Association (IDFA) to peer review IDFA’s response to the NICE programme consultation on the evidence relating to Maternal and Child Nutrition.  In the course of that advisory process we became seriously concerned about the evidence presented in the NICE documents reviewed.  We have elected, collectively, as independent experts, to voice our major concerns.  We are sending our views directly to you both – as NICE Chief Executive and Clinical and Public Health Director; but these views will also be channelled, appropriately, through IDFA – an official stakeholder.

We value the work produced by NICE.  However, we are concerned that the Maternal and Child Nutrition Programme Group has produced a series of documents that lack the required scientific rigour and objectivity that constitute the NICE hallmark; and, of equal concern, the work output of the Group has sufficient apparent bias that it does not sit well with other documents produced by NICE.

It is imperative that guidance in this particular area of public health should be broad, evidence-based and founded on an understanding of the highly politicised and polarised environment in which this guidance will sit.  It is difficult to imagine a more important area of public health, in which the long-term health of generations can be so profoundly influenced.  The evidence required to support nutritional interventions administered to the entire population of infants and children – and indeed their mothers and wider family – should be at the very least as rigorously defined as say, a pharmacological intervention, often administered to relatively few.

The original NICE scope was to improve the nutrition of pregnant and breastfeeding mothers and children in low income households.  The scope of the work now out for consultation appears to have changed to consider nutrition interventions.  Within this new framework, however:

· The NICE Programme Development Group has addressed only a subset of questions that do not include a representative sample of the most pressing current issues in infant and child nutrition. 

· The documents are not satisfactory in the area of economics.

· The work does not in parts address mothers at all.

· Importantly, and we suspect for political reasons, the work fails to address the key evidence on the dominant source of nutrition for infants in the UK and Western world – infant formulae.  There are many key issues here for evidence-based appraisal. 

· There is little emphasis on practical dietary aspects that would help health professionals.

· There is a biased attack on extensively used commercial infant weaning foods, despite good evidence in favour of them, without any independent analysis.

· Important considerations of ethnic aspects are inadequately addressed – a serious flaw given the original aim to improve nutrition of pregnant and breastfeeding mothers and children low income households.

· The intended appraisal of growth monitoring in fact relates to growth measuring; and is a personal view, not any form of systematic evidence review and is lacking scientific rigour.

· A major general criticism is that introductory sections in the various documents make assumptions and unqualified statements in area where there is considerable controversy and where an objective evidence-based approach is needed.

· Of most concern, the unqualified acceptance of certain practices and dogma where there is in fact major debate, leads us to believe that there is an underlying political bias that is inappropriate in a NICE exercise of this nature.

To take just one concrete example of the latter point, DH recently recommended that mothers should breast feed exclusively (without introduction of weaning foods) for 6 months.  The recommendation, originally made by WHO, makes sense in the developing world, but in the UK very different conditions apply.  This recommendation is accepted and reinforced in an unqualified manner in the NICE documents.  Yet, the 6 months recommendation, which affects all mothers and infants, is widely regarded by experts as poorly evidence-based, nutritionally unsound, biologically unsound, socially invasive and in any case frequently disregarded.  There are concerns about possible adverse effects if they occur.  Many experts, practitioners and opinion leaders in the UK are not in favour of the 6 month recommendation – and this view is shared by key opinion leaders in infant nutrition in Europe, USA and Canada.  The current recommendation is widely seen as a political move and has caused much confusion amongst both health professionals and the public.  Its outright acceptance in the NICE documents, without any review or even discussion of the evidence, serves to illustrate an underlying political bias we believe we have identified.  An independent appraisal of the relevant systematic reviews and trials in this area is what would have been expected of NICE.

In summary, we envisage that the current work of the Maternal and Child Nutrition Programme Group, as it stands, will be strongly criticised for its flawed process as much as for its content and usefulness.  We do not believe the current audience reviews should be used as the basis for developing balanced recommendations in such an important field of public health and welfare as maternal and child nutrition.
In our view, this programme of work needs to be radically restructured.  Indeed we suggest the entire programme is revisited by a Development Group with broader expertise, balance and recognised impartiality.

Finally, we emphasise that although we were consulted by IDFA, the foregoing comments were made independently.  Collectively we represent a neutral, pragmatic and evidence-led group with recognised national and international expertise in mainstream scientific, practical, clinical and social aspects of infant and child nutrition.  Individuals within this group have made broad contributions to the field including the area of breast feeding, a major focus of the NICE document.

We are happy to provide further data to support our position and would be happy to offer assistance to help to restructure the work accordingly.  We can be contacted individually at our respective institutions or through the address at the foot of the page.  IDFA, as the official stakeholder to whom we gave guidance, has also agreed to forward to us any correspondence or queries.

Yours sincerely (Signatories arranged alphabetically)
Prof Ian Booth, Leonard Parsons Professor of Paediatrics & Child Health, Institute of Child Health, University of Birmingham

Dr Carol Cooper, General Practitioner, London

Dr Mary Fewtrell, Reader in Childhood Nutrition and Honorary Consultant Paediatrician, MRC Childhood Nutrition Research Centre, Institute of Child Health, London

Prof Frank Furedi, Professor of Sociology, University of Kent at Canterbury

Kate Harrod-Wild, Paediatric Dietitian, Shropshire

Prof Alan Lucas, Director, MRC Childhood Nutrition Research Centre, Institute of Child Health, London and MRC Clinical Research Professor, UCL Chair in Paediatric Nutrition, Honorary Consultant in Paediatrics

Alison Wall, Health Visitor, Hertfordshire

Dr David Wilson, Senior Lecturer in Paediatric Gastroenterology & Nutrition, Royal Hospital for Sick Children, Edinburgh

Please reply c/o corvus, PO Box 155, UCKFIELD TN22 4UA, UK


	Letter from NICE in response to the  letter received from Professor Booth and co-signatories, dated 7th June 2007
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Response letter to Prof Booth et al from NICE dated 7th June 2007
Dear Professor Booth and colleagues

We write in response to your letter addressed to Andrew Dillon and Peter Littlejohns dated 1st May 2007 and sent in response to the consultation on evidence informing the public health programme guidance on maternal and child nutrition.  The letter contains some serious accusations about both the documents put out for consultation and the processes followed by NICE and the independent Programme Development Group (PDG).  We believe you have misunderstood the purpose and nature of the evidence consultation and the role of the PDG.

The evidence reviews issued for consultation were commissioned from academic centres appointed by NICE.  The PDG is a group of independent experts exercising their own academic and professional judgement on that evidence when making recommendations.  The purpose of this consultation phase is to ensure that the evidence presented to the PDG is complete, balanced and up to date.  Stakeholders previously commented on the draft scope in 2005 and will be invited to comment again on the draft guidance to be issued in July 2007.  Thus the entire public health guidance process incorporates wide consultation and regular review.

There is no basis for the contention that the process is flawed.  On the contrary it is open, transparent and available for public scrutiny on the NICE website www.nice.org.uk/page.aspx?o=phprocess.  The expertise and impartiality of the Chair and the members of the PDG are matters of public record supported by open declaration of competing interests.  The accusations that the PDG has neglected areas of work “for political reasons”, that it lacks “recognised impartiality”, and is susceptible to “underlying political bias” are very serious, as are the comments that its work has “apparent bias” and lacks “objectivity”.  These appear to exceed the bounds of objective scientific criticism making unacceptable judgments of the expertise and motivation of the members of PDG and, by implication, of NICE.  Unless you or IDFA are able to provide independent evidence to support these allegations we expect them to be withdrawn immediately and unreserved.

In response to the other points you have made:

· The scope of the NICE guidance has not changed.  The Department of Health’s referral requested guidance “to improve the nutrition of pregnant and breastfeeding mothers and children in low income households”.  The final scope (see www.guidance.nice.org.uk/page.aspx?o=529430) issued after consultation, clearly states that “the overarching question will be what nutritional interventions are effective in improving the health of pre-conceptual, pregnant and post partum mothers and children (up to 5 years) and reduce nutrition-related health inequalities?”

· The evidence does need to be rigorous.  However the parallel drawn between evaluation of pharmacological interventions and evaluation of public health interventions is inappropriate and simplistic.  Certainly effective public health interventions should draw on both context free and context sensitive evidence but there is a shortage of controlled work in the field of maternal and child nutrition (as demonstrated by the reviews), particularly in the context of UK low income households which from the primary focus of the guidance.  In its absence observational and colloquial evidence from valuable alternative sources on which to base public health guidance.

· We believe you have misunderstood the role and remit of the PDG.  You say the PDG has “addressed only a subset of questions that do not include a representative sample of the most pressing current issues in infant and child nutrition” and highlight a need to examine evidence on, for example “infant formula” (point 4 of bottom paragraph, first page) and the timing of complementary feeding (or “weaning”).  Section 4.3 of the scope for the guidance is specific.  It reads as follows: “The guidance will not cover the following areas: ….. “national maternal and child nutrition policies that are already under the remit of the Department of Health and the Food Standards Agency (advised by the Scientific Advisory Committee for Nutrition), such as the establishment of population-based dietary recommendations, national advice on food safety, the nutritional content of infant formula and the fortification of foods”.

· The PDG is working to develop guidance that will will inform and support local practice by identifying strategies that will inform and support local practice by identifying strategies that will improve the implementation and delivery of interventions comprising current Department of Health (DH) and Food Standards Agency (FSA) policy based on previous recommendations of the Committee on Medical Aspects of food policy (COMA) or the Scientific Advisory Committee on Nutrition (SCAN).  The population recommendation to breastfeed exclusively for 6 months is current policy of the DH/FSA in England, and of the devolved administrations in Wales and Northern Ireland.  The composition of infant formula (and follow-on formula) and aspects of its appropriate use are governed by Codex and European legislation.  They are not matters for the PDG of NICE.

· We do not accept that there is ‘a biased attack on extensively used commercial infant weaning foods’.  National policy, distilled in guidance from the DH and the FSA, emphasises the important role of home-prepared foods in complementary feeding.  Moreover the reviews’ focus on evidence relating to promotion, support and protection of breastfeeding reflects a need to implement DH and FSA policy as deemed relevant in the scope.

· We do not understand what is meant by “the work does not in parts address mothers at all”.  Clearly it could not do so in all areas, but most of the work described specifically relates to them.  Moreover the PDG includes three community representatives able specifically to represent the views of mothers.

· The review of growth monitoring was neither intended nor claimed to be systematic but represents “expert testimony”, the commissioning of which is well established NICE practice.  It was commissioned to balance the little available evidence from controlled studies on the use of growth monitoring as an intervention to promote child health with a perspective on variation in UK practice, particularly in primary care.  It also provides important colloquial evidence in the form of a commentary on the views of mothers and professionals.

· We would like to thank you and IDFA for commenting on the evidence reviews.  As you are aware it is normal practice for NICE in accordance with its process of open working to publish all comments received together with our responses.  Accordingly we intend to publish your letter on our website, together with this response.  

Thank you for the interest that prompted you to write.

Yours sincerely

Professor Mike Kelly, Centre Director, Centre for Public Health Excellence
Dr Anthony Williams

Chair, Programme Development Group, Maternal and Child Nutrition


	Professor Booth and co signatories
	
	
	
	
	Letter from Professor Booth and co-signatories, dated4th July 2007:
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Letter from Professor Booth and co signatories to NICE dated 4th July 2007

Dear Sirs,

Re: Maternal and child nutrition: consultation on synopsis of the evidence

Further to our letter of 1st May, we thank Professor Kelly and Dr Williams for their response to our comments.

Our comments were not directed at individual PDG members – it is the NICE document as a whole that we continue to regard as politically biased, lacking in balance and in important areas, lacking in objective scientific rigour.  Our purpose was to prompt NICE to reconsider its position (as indeed the Scottish Executive was recently induced to do by calls to broaden the brief of its infant feeding strategy) in the interests of maternal and child health.  NICE have reconsidered their position on a number of occasions and have chosen to withdraw a draft of at least one other guideline.

Professor Kelly and Dr Williams suggest we misunderstand the PDG’s brief.  This in not so.  The original scope included maternal nutrition and breastfeeding.  The consultation exercise suggested, appropriately in our view, a broader scope to consider “what nutrition interventions are effective in improving the health of pre-conceptual, pregnant and post-partum mothers and children (up to 5 years) to reduce nutrition related health inequalities”.  There were then restrictions on this scope, presumably imposed by the PDG, that have resulted in a document that does not address at all adequately the final scope or importantly, current practices in infant and child nutrition.

We re-emphasise here a couple of examples of our concerns.
· Firstly, 98 % of breast fed infants in the UK receive solid foods prior to 6 months.  The decision to challenge this practice and to recommend exclusive breast feeding to 6 months was a political one, made by a Minister without open scientific consultation.  For NICE to endorse such a controversial and medically debated issue without any appraisal of the scientific evidence whatsoever appears to us a political stance – and certainly not an objective one.

· Further, the document states it does not cover the composition of infant formula.  However, over 90% of UK infants receive formula, which is both the dominant milk and food source in UK infants, even amongst those initially breast fed.  Most infants who are breast fed receive formula at the same time, so that breastfeeding can not be considered in isolation.  Use of formula is a politicised issue.  Our view is that regardless of any political overtones, and in the interest of child health, it would be absurd, if not biased, to shelve any scientific appraisal whatsoever of the many intervention trials relevant to the main mode of feeding of UK infants.  Indeed, there appears to be a pervasive avoidance in the NICE document of any issues directly or indirectly related to industry.

As mainstream practitioners within the nutrition sphere, we of course promote breast feeding, but it would be unrealistic not to recognise that most low income families use commercial products for infants and children in the first 5 years – and with important health implications: in particular the prevention of iron deficiency anaemia, of concern in relation to impaired developmental potential, to name but one example.  Regardless of any underlying belief structure about the role of industry, it is clearly unacceptable to avoid objective scientific appraisal of interventions relating to the commonest modes of nutrition.

We disagree with Professor Kelly and Dr Williams that the parallel we make between pharmacological and public health interventions is “inappropriate and simplistic”.  Both require to be evidence-based and the quality of evidence should be as high as possible in each case.  The scientific rigour required for testing the health effects of infant nutrition interventions is becoming comparable to that in pharmaceutical trials in terms of clinical trial design and research governance; and indeed regulatory bodies, such as the FDA in the US, now demand such rigour.  NICE itself has emphasised the high quality of evidence required to support public health interventions [http://www.nice.org.uk/page.aspx?o=335595 – ref 2.7 & 4.4].  Where only lesser quality scientific support exists, this may determine practice.  However our main concern here has been the paucity of any scientific appraisal of several critical issues in early nutrition.

Whilst Professor Kelly and Dr Williams emphasise the transparency of the process, it is not transparent to us.  For instance, as a group of individuals at the forefront of infant and child nutrition we are not aware of the work of most of the PDG members, cited by Kelly and Williams as ‘independent experts’, and we are not aware of the selection process.  Certainly, as mainstream scientists and practitioners in this area, we would have adopted a fundamentally different approach to that taken – both in terms of topic selection and scientific process.  Indeed, we continue to hold that the NICE document, as it stands at present, is not appropriately aligned to mainstream priorities in early nutrition and should be re-considered.

We trust that in the interests of transparency, this response will be posted on your website for general appraisal.

Yours sincerely (Signatories arranged alphabetically)

Prof Ian Booth, Leonard Parsons Professor of Paediatrics & Child Health, Institute of Child Health, University of Birmingham

Dr Carol Cooper, General Practitioner, London

Dr Mary Fewtrell, Reader in Childhood Nutrition and Honorary Consultant Paediatrician, MRC Childhood Nutrition Research Centre, Institute of Child Health, London

Prof Frank Furedi, Professor of Sociology, University of Kent at Canterbury

Kate Harrod-Wild, Paediatric Dietitian, Shropshire

Prof Alan Lucas, Director, MRC Childhood Nutrition Research Centre, Institute of Child Health, London and MRC Clinical Research Professor, UCL Chair in Paediatric Nutrition, Honorary Consultant in Paediatrics

Alison Wall, Health Visitor, Hertfordshire

Dr David Wilson, Senior Lecturer in Paediatric Gastroenterology & Nutrition, Royal Hospital for Sick Children, Edinburgh

Please reply c/o corvus, PO Box 155, UCKFIELD TN22 4UA, UK
Copies to:

Prof Mike Kelly – Centre Director, CPHE

Dr Anthony Williams – Chair, PDG, MCN


	This letter was noted .

	Professor Booth and co signatories
	
	
	
	
	Letter from Professor Booth and co-signatories, dated 7th August, 2007
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Letter from Professor Booth and co signatories to NICE dated 7th August, 2007

Re: Maternal and child nutrition: Draft Guidance
Further to our original letter of 1st May, and subsequent letter of 4th July in response to Professor Kelly and Dr Williams’ comments, we note that although their letter of June 7th stated that our correspondence would be posted on the NICE web site – to date this had not occurred and indeed it would seem that none of the Stakeholder feedback to the consultation on evidence has been posted either.
Having undertaken extensive consultation and received constructive feedback to ensure that the evidence presented to the PDG is complete, balanced and up to date (as Prof Kelly and Dr Williams note in their letter) we are extremely concerned that none of this feedback has been made available for public review.  This indeed seems at some odds with the statement in their letter that the ‘process was open, transparent and available for public scrutiny on the NICE web site’.

As independent and mainstream practitioners it is our wish to have our serious concerns aired in the public domain.  We urge NICE to make publicly available all feedback on the evidence consultation process and the current draft guidance.  In the interests of transparency, ideally this should be through the NICE web site to allow it to be dealt with in a measured way before the adoption of any formal guidance.  Please confirm that this will indeed occur in a timely fashion.  This is too important an area of public health to do otherwise.

As things stand it might appear, albeit unintentionally, that the committee involved intend to promote their personal views without taking account of the feedback of mainstream professionals and scientists in the field.

Yours sincerely (Signatories arranged alphabetically)
Prof Ian Booth, Leonard Parsons Professor of Paediatrics & Child Health, Institute of Child Health, University of Birmingham

Dr Carol Cooper, General Practitioner, London

Dr Mary Fewtrell, Reader in Childhood Nutrition and Honorary Consultant Paediatrician, MRC Childhood Nutrition Research Centre, Institute of Child Health, London

Prof Frank Furedi, Professor of Sociology, University of Kent at Canterbury

Kate Harrod-Wild, Paediatric Dietitian, Shropshire

Prof Alan Lucas, Director, MRC Childhood Nutrition Research Centre, Institute of Child Health, London and MRC Clinical Research Professor, UCL Chair in Paediatric Nutrition, Honorary Consultant in Paediatrics

Alison Wall, Health Visitor, Hertfordshire

Dr David Wilson, Senior Lecturer in Paediatric Gastroenterology & Nutrition, Royal Hospital for Sick Children, Edinburgh

Please reply c/o corvus, PO Box 155, UCKFIELD TN22 4UA, UK

Copies to:

Prof Mike Kelly – Centre Director, CPHE

Dr Anthony Williams – Chair, PDG, MCN

	Letter from NICE in response to the  letter received from Professor Booth and co-signatories, dated 10th August 2007:
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Response letter to Prof Booth et al from NICE dated 10th August 2007
Dear Professor Booth and colleagues

Thank you for your letter of 7th August addressed to Andrew Dillon and Professor Peter Littlejohns.
In response to your query about the stakeholder feedback, the comments which we have received from stakeholders about the evidence will go live on the NICE website on 5th October 2007.  As well as stakeholder comments, this will include our responses to them and our considerations of the various additional evidence which stakeholders have provided.  Your letters to us and our responses to them will be included.

The PDG considered the stakeholder comments and the additional evidence at its meeting on 4 July.  The additional evidence was sent to the maternal and child nutrition collaborating centre.  The collaborating centre is currently completing their updates of all the evidence reviews.

The draft guidance was issued for consultation with stakeholders on 11 July and the consultation ended on 8th August.

Fieldwork with potential users of the guidance was conducted between 16 July and 10 August.

The PDG will consider the updated reviews, the draft responses to stakeholders on the evidence including the evidence that stakeholders submitted, the stakeholder comments on the draft guidance and the results of the fieldwork at its meeting on 10 and 11 September.  It will then draft its final recommendations.  The final guidance is presently scheduled to be published on 28th February 2008.

I hope this helps clarify the process.

Yours sincerely

Professor Mike Kelly

Director of the Centre for Public Health Excellence

	Breastfeeding Network
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	General
	
	This work is urgently needed, many thanks for including within the scope of this guidance.

We are concerned that the conclusions are based around an increase of initiation rates of 20%.  This is a substantial increase that may not be easily replicated and so discourage other projects from going ahead.

This needs tested on a larger population with the impact of increasing initiation rates at various base lines – very low, low, medium etc and on different communities and ethnicities. 

Could we please have models for cost effectiveness for more modest increases?  

And we ask for the commissioning of a robust economic analysis of the costs of not breastfeeding which factors in other childhood illnesses, hospital admissions and visits to the GP / health visitor. It should also factor in possible effect of not breastfeeding on subsequent child spacing
	The so-called ’base case‘ used figures from an actual study, but the model allows for any increase in breastfeeding rates. 

Unfortunately, the time and resources available did not allow us to produce an economic model for the complex link of childhood illness to the method of infant feeding. A number of potential confounders operate in this area; moreover the evidence is much stronger in relation to some conditions than others. It is hoped that this will be possible in future work in this area. 

It is recognised that the omission of the positive effects of breastfeeding will lead to overestimation of the cost per QALY attributable to interventions to increase breastfeeding. However, the PDG is aware of this and has taken it into account when making recommendations.

	Breastfeeding Network
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	General
	
	We welcome an attempt to look at community initiatives and assess their cost effectiveness. The paper acknowledges the limited evidence available and we have concerns about the increased breastfeeding initiation rates expected.

In the study examined the initiation rate increased by 27 % (from 22% to 49%), although it is not clear the time frame for this (was it 3 or 4 years?) This is a substantial increase and very impressive. However many community support activities result in more modest increases in initiation (and duration) and we would like to see some cost effective analysis at lower increases initiation rates (for example the PSA target is about 2 % increase in initiation year on year, so that would be a useful starting point.)
	The model allows for smaller increases in breastfeeding (see response to the preceding point). If breastfeeding rates increase by small percentages, the associated intervention will not be cost effective.

	Breastfeeding Network
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	General
	
	It would appear that the calculation of cost effectiveness of breastfeeding support is based on weighing the cost of providing breastfeeding support against they cost of infections in babies and cancer in mums. There seems to be no consideration of the well established evidence of higher rates of obesity, diabetes, heart disease allergies or necrotising enterocolitis in babies who are not breastfed, and diabetes or osteoporosis in mums who have breastfed. 

Also, this discussion only takes into account the direct effect of any intervention; there is no consideration of the ripple effect of role models of breastfeeding mums encouraging other mums, the culture becoming more supportive of breastfeeding mums and so on

See below for references
	1. Yes, these are all valid points, but the quantification of links to life experiences many years into the future is not well advanced, particularly when the differences might be attributable to aspects of parenting other than breastfeeding. The link to some of these conditions such as diabetes is currently weak.

2. Necrotising enterocolitis affects almost exclusively preterm babies who are not within the scope of this guidance. Nevertheless, the modelling will be re-done with and without this condition to see what effect it has. 

3. There is likely to be a ripple effect, but quantifying it accurately has not been done because of a lack of evidence. There is doubt about whether the link between breastfeeding and diabetes is ’well established’.

	Breastfeeding Network
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	
	
	Obesity

H Kalies, J Heinrich, N Borte, B Schaaf, A von Berg, R von Kries, HE Wichmann, G Bolte, and LISA Study Group. The effect of breastfeeding on weight gain in infants: results of a birth cohort study. Eur J Med Res, January 28, 2005; 10(1): 36-42, 
Burke V et al (2005). Breastfeeding and Overweight: Longitudinal Analysis in an Australian Birth Cohort. J Ped 147: 56-61.
Harder T et al (2005). Duration of Breastfeeding and Risk of Overweight: A Meta-Analysis. Am. J. Epidemiol 162: 397-403
Toschke AM et al (2002). Overweight and obesity in 6- to 14-year-old Czech children in 1991: protective effect of breast-feeding. J Pediatr. 141(6):764-9.
von Kries R et al. (1999) Breastfeeding and obesity: cross sectional study. BMJ 319: 147-150.
Armstrong J et al (2002). Breastfeeding and lowering the risk of childhood obesity. Lancet 359: 2003-04. 
Victora CG et al (2003). Anthropometry and body composition of 18 year old men according to duration of breastfeeding: birth cohort study from Brazil. BMJ 327: 901-4 (found no clear association between feeding method and risk of obesity

Diabetes
Sadauskaite-Kuehne V et al (2004). Longer breastfeeding is an independent protective factor against development of type 1 diabetes mellitus in childhood. Diabetes Metab Res Rev 20(2): 150-7

Ziegler A-G et al (2003). Early Infant Feeding and Risk of Developing Type 1 Diabetes-Associated Autoantibodies. JAMA 290:1721-1728.

Owen CG, Martin RM, Whincup PH, Davey Smith G, Cook DG. Does breastfeeding influence risk of type 2 diabetes in later life? A quantitative analysis of published evidence. American Journal of Clinical Nutrition. 2006; 84: 1043-1054.

V Sadauskaite-Kuehne et al (2004). Longer breastfeeding is an independent protective factor against development of type 1 diabetes mellitus in childhood. Diabetes Metab Res Rev 20(2): 150-7

Stuebe AM et al (2005). Duration of Lactation and Incidence of Type 2 Diabetes. JAMA 294: 2601-2610

Gerstein HC (1994). Cows’ milk exposure and type 1 diabetes mellitus. Diabetes Care 17: 13-19
NEC -ecrotising enterocolitis

Lucas A & Cole TJ (1990). Breast milk and neonatal necrotising enterocolitis. Lancet 336: 1519-1522

Minekawa R et al. (2004). Human breast milk suppresses the transcriptional regulation of IL-1(beta)-induced NF-(kappa)B signaling in human intestinal cells. Am J Physiol Cell Physiol 287: C1404-C1411
	These references have been examined, and while they show an association between breastfeeding and obesity, the effect is relatively small and it is not clear that breastfeeding is the cause of lower obesity, or whether the kind of mother who does not breastfeed has heavier children for some other reason. Additionally, it is difficult to relate obesity in chidren to health problems later in life. The direction of the effect is known but not its extent. Inclusion of these factors in a model would be speculative and would probably not alter the conclusions very much but would cast doubt upon the results because of the additional uncertainty introduced. The same is true of the other areas to which you refer.  In terms of the recommendations being made on the basis of the modelling evidence, the ultimate test is whether the increased complexity of the model and the introduction of greater uncertainty will alter any of the recommendations. It is unlikely that such modelling would change any of the recommendations.

On necrotising enterocolitis, the scope of the guidance excludes babies that did not go full term, and this topic was therefore omitted. However, the model will for comparative purposes be run separately to include this condition.

	Breastfeeding Network
	
	Economic Review -  Women
	
	18
	Wiggins 2006: “The control group were more likely to be weaning before the recommended 16 weeks.” The government recommends exclusive breastfeeding and the introduction of solids foods at around six months of age. 


	This presumably refers to Wiggins 2004, which reported on a study conducted before the policy change in May 2003 which extended recommended duration of breastfeeding from 4-6 months to 6 months.

	Breastfeeding Network
	
	Economic Review -  Women
	Para 1
	22
	The cost differential was greater for blacks ($1,132) than for non-blacks.

Shouldn’t this say black people and non black people?
	Agreed and text amended. 

	Breastfeeding Network
	
	Economic Review -  Women
	General
	
	It would be useful to find out the cost benefits of skin contact, breastfeeding beyond two years, co-sleeping and bonding with attachment parenting and its financial savings compared with those of the possible added stresses of separation of mother and baby, formula feeding, over use of baby chairs as opposed to holding or sling carrying, enforced schedules and routines which ultimately may have lifelong health and so cost implications.
	Noted, thank you. 

	Breastfeeding Network
	
	Economic Review -  Women
	General
	
	It would be useful to study styles of breastfeeding, mixed feeding and exclusive breastfeeding and the economic short and long term savings.
	Agreed, as in preceding response.

	Breastfeeding Network
	
	Economic Review -  Women
	General
	
	Breast cancer and breastfeeding. Research has shown that breastfeeding can reduce the incidence of breast cancer. It would be useful to include this and review the cost effectiveness of breastfeeding upon breast cancer rates. Lancet 2002; 360: 187-95
	The Lancet paper cited re-analysed data from 47 epidemiological studies. It did not consider economics and therefore falls outside the remit of this review.

	Breastfeeding Network
	
	Economic Review - Women
	
	5 (and 16)
	A study suggests that breastfeeding support based at home is more cost effective than that in hospital. It would be useful to determine what type of training the lactation consultants were given and what type of support was offered. It is not clear if the lactation consultants were IBLCE board registered or if the term lactation consultants were being used as a generic term for anyone supporting breastfeeding mothers?
	The text has been amended to better reflect the nature of the trial comparators. The paper only refers to ’certified nurse lactation consultants‘ and this has also been added to the text. 

	Breastfeeding Network
	
	Economic Review - Women
	
	General
	It is good to see that quality well taught ante natal classes and increased breastfeeding support hours are cost affective interventions. It would be good to see this recommended to all health care providers. However there is a concern that this service should be ran within the scope of the WHO code and never provided by those who would profit from breastfeeding failure.
	This is being referred to the PDG for further consideration. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months


	Background

Para 2
	
	Appropriate types and amounts of solid foods – it would be interesting to look at baby led weaning for guidance on amounts of food being led by the baby’s appetite. Also developmental cues for introduction of solid foods being able to sit, chew and do hand to mouth movements.

We would like to see a randomised trial on baby led weaning v traditional purees when food is introduced at 6 months.
	Thank you for your comments. 

NICE are unable to commission primary research studies, although the guidance will include some research recommendations. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	Background
	
	It would be useful to point out that the World Health Organisation recommends that breastfeeding should continue for up to 2 years and beyond.
	Thank you 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	Background, 

Para 3
	1
	Risks of formula reconstitution – there are still risks present even if good hygiene regimes are followed due to formula powder not being sterile and the possible presence of salmonella and Enterobacter Sakazakii and other possible contaminants from even the packaging or even the ink on the packaging.

There are also risks from being allergic to cows milk which may not be apparent until the infant has ingested some formula.

There are also added risks if instruction language is not native to the person making up feeds, and some thought is needed on making clear instructions that those with lower level education, special needs, dyslexia, and other disabilities can follow as safely as is possible.

Those making the vital decision of choice of feeding method, and type of milk and those advising on that choice need more scientifically based information free from commercial bias to help them make informed choices.
	Thank you for your comments. The FSA and DH have issued guidance on the preparation of powdered infant formula to reduce the risks of the possible presence of bacteria in powdered infant formula. We note your concerns about communicating the risks and providing independent advice to parents.

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	Peer support programmes / general
	5
	It would be useful to show comparison evaluations of peer support programmes run by BFN, ABM, LLL, Little Angels, and NCT as there is evidence of the effectiveness of these schemes and they are widely available nationally throughout the UK, and available for PCTs to purchase. We are not aware of any evaluation of the training on the peer supporters themselves in terms of self confidence and as a route into employment.

They also work well within the realms of a multi faceted approach to support and promote more initiation of breastfeeding and longer duration than stand alone health professional intervention. Such as described in several research papers have found promote more initiation of breastfeeding and longer duration than stand alone health professional intervention.  See also Support for breastfeeding mothers Britton C, McCormick FM, Renfrew MJ, Wade A, King SE. Cochrane Database of Systematic Reviews 2007, Issue 1. Art. No.: CD001141. DOI: 10.1002/14651858.CD001141.pub3.
	Thank you for your comments and for suggesting this review. All the evidence submitted during this consulation has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	Para 2
	6
	Hands on assistance. 

Would like to see clarification of what was the hands on approach as this has often found to be disempowering to mums and can result in feelings of failure when they cannot emulate methods done to them by the midwife as opposed to talked through, show with visual aids.  (also see NICE Effective Action Briefing- Promotion of breastfeeding initiation and duration)

Would also like to see an evaluation of the impact of different techniques of teaching positioning and attachment, they are likely to have differing outcomes in terms of acceptability and success in establishing breastfeeding – we assume they all work but some may be more relevant to particular situations and anecdotally some may be a disincentive. 
	Further detail is provided in the evidence tables. If the level of detail sought is not in the table, it is possible the author of the study did not provide the information.  

Agreed. As much detail as possible was given in the review and evidence table on breastfeeding education. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	Volunteer Counsellors
	7
	See “An evaluation of the breastfeeding support skills of midwives and voluntary breastfeeding supporters using the Breastfeeding Support Skills Tool”  Moran, Dykes, Edwards, Burst and Whitmore” Maternal and Child Nutrition 1, contact vlmoran@uclan.ac.uk
	Thank you for your comments and for suggesting this review. All the evidence has been passed to our Collaborating Centre.

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	General and para 3 & 4
	11
	A lot of the research contained within this evidence summary relates to women who intended to breastfeed. It would be useful to see what other interventions worked to help mums consider and try breastfeeding.

More detail of what was used in the one to one classes for those whose minds were changed towards breastfeeding after saying they intended to breastfeed.
	Thank you. The Review Team searched the literature thoroughly for breastfeeding interventions with all mothers, including those who intended to breastfeed and those who did not.  

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	General
	
	It is clear that health professionals need to be better trained, more knowledgeable and skilled to make a real difference to breastfeeding uptake and duration. It would be valuable to evaluate the impact of different training methods for health professionals including the addition of active listening skills.
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	General and para 2
	10
	With reference to the Bonuck (2005) study it would be useful to see the effect of incentives Vs other ways of making the groups attractive to mothers (such as bra’s and breastpumps) separately evaluated.    

In some areas of the UK gifts are being given to mothers who continue to breastfeed until 3 or 6 months. It would be useful in any guidelines state that ‘gifts’ and ‘incentives’ should not contravene the World Health Organisation / UNICEF International Code of Marketing of Breastmilk Substitutes, and Subsequent World Health Assembly Resolutions.  It is unethical to give gifts and incentives from companies who profit from breastfeeding and from breastfeeding failure.  It could pass on the message that these things are essential items for successful breastfeeding.  
	Thank you for raising this issue. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months

	Para 3
	16
	Telephone support.

It is interesting to note that helplines run by health professionals who are not necessarily trained in telephone counselling skills were shown to not be effective interventions. More research is needed into this and into those ran by the volunteer organisations BfN, LLL, ABM, NCT.  

There are wide differences in the helplines, some are pro-active others reactive (cold calling).  This should be made clear when evaluating the impact of these studies.

Also the usefulness of a national one number breastfeeding support line could be evaluated and trialled.
	Thank you for raising these issues. When studies have noted whether the helpline is proactive or reactive this has been taken into account. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	Antenatal Education and professional telephone support

General
	16
	Anecdotal evidence is that many of the women who come to us, wishing to train as volunteer BfN Breastfeeding Supporters have used our helpline and received good support and information which has enabled them to breastfeed for longer duration.  They then return to us at a later time wanting to help others; having benefited from receiving help themselves.  The independent evaluation of BfN’s Supporterline showed it was well received across ages, educational levels and ethnicity.
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	Para 3
	17
	A hands off approach of teaching breastfeeding has been found to be useful. More detailed information and evaluation could be useful to health professionals interested in changing outdated practice and using good evidence based care.
	Thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	Para 2,3 & 4
	19
	More evidence needed on positive media activity on breastfeeding and its impact. Could also include schemes such as breastfeeding campaigns on stamps, fire trucks, post office workers uniforms, new and innovative ideas such as those in Ireland, and those used by The Breastfeeding Networks Breastfeeding Centres in the North West . Also other merchandise available from Baby Milk Action  etc.
	Thank you for your suggestion however an evaluation of media activity is outside the scope for this guidance. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	Para 2,3 & 4
	19
	More evidence needed on the impact of negative media activity such as advertisements for follow on milks which it has been shown the public think of as just advert for formula and don’t realise it’s a different follow on milk. More evidence needed on the impact of packaging of formula, illegal sales inducements, illegal shelf talkers.  The impact of Healthy Start needs evaluating and also how it is being used as a marketing tool by some formula manufacturers such as Bebivita (Hipp) to promote the sale of infant formulas which previously were not available under the welfare food scheme. This product contains starch as a carbohydrate so may have health implications that were previously avoided under the welfare food scheme. Strengthening the UK law on the marketing of breastmilk substitutes would make a significant impact in protecting infant health.
	Thank you for your suggestion however the use of negative media activity and impact of Healthy Start is outside the remit for this guidance.

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months 
	Para 5
	20
	More studies needed on hand expression when taught by a skilled and expert person. To evaluate hand expression without evaluating and checking that the person teaching has been taught well and teaches well may change the results.
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months 
	Para 5
	20
	It was interesting to note that one study recommended US pumps, those available in the UK need to be evaluated further as being able to buy online is not available, appropriate or possible for lots of people.
	Noted, thank you.

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	General
	
	More evidence needed on safe handling and storage of expressed breastmilk. 
	This topic has been covered in an expert paper on the handling and storage of expressed breastmilk. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months


	Para 3
	23
	More evidence needed on skin contact and natural behaviours being enabled after birth its benefits and superiority over eagerness to supplement with a cup or other container.
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months
	General
	
	More evidence needed on for skin contact. The effectiveness and worthwhile investment of ward/ room time and this valuable use of midwives time (with minimal work involved) and how it is a useful and effective difference to breastfeeding uptake, positive outcome and duration of breastfeeding.
	Noted, see comment above.

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months 
	General
	
	Kangaroo care needs including, evaluating, recommending.
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months 


	General 
	
	Various methods of positioning, posture of mother, approach and attachment of baby need evaluating and recommendations made to enable mothers to breastfeed without pain, effectively and well. 
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 0 to 6 Months 
	General
	
	Compulsory training of health professionals in positioning, posture, approach and attachment needs including as the basis of good across the board breastfeeding practice.
	Noted, thank you. 

	Breastfeeding Network
	
	Evidence Summary - 2 to 5 years

	General
	
	We welcome this review and appreciate the possible difficulties in obtaining good quality studies for this specific age range.  We are concerned that by separating ages continuity is lost which makes it easier to ignore effects of earlier dietary habits

Nutrition of an infant between the ages of 0 – 23 months is likely to continue beyond 2 years.
	Noted, thank you. The separation is to enable the reviews to be manageable in size. Continuiity is important and will be borne in mind by the PDG when it is developing the guidance 

	Breastfeeding Network
	
	Evidence Summary - 2 to 5 years 
	General
	
	It would be useful to see studies which focus on the effect of advertising, particularly to children, as highlighted in the OFCOM (2004) report.
	The effect of advertising to children is considered in the supplementary review of children aged 6 months to 5 years. 

	Breastfeeding Network
	
	Evidence Summary - 2 to 5 years 


	General
	
	As some infants will still be breastfeeding in this age range it would be useful to consider the ongoing nutritional content breastmilk provides.  One study highlighted by the World Alliance for Breastfeeding Action documents: “On average, breastfed babies of 6-8 months obtain around, 70% of their energy needs from breastmilk, this falls to around 55% at 9-11 months, and 40% at 12-23 months.” This is still a significant amount in the upper age range.  This would be another good reason to encourage women to continue breastfeeding for longer periods, as recommended by the World Health Organisation “breastfeeding should continue for two years and beyond”.
	Noted, thank you.

	Breastfeeding Network
	
	Evidence Summary - 2 to 5 years 


	Key research question - point 4
	3
	Again looking at what has gone before in terms of what is happening now. 

For example dental caries and the links associated with bottle feeding. Further research in to any association with diet, including breastfeeding, on dental caries would be useful to counter health professionals who advise women to stop breastfeeding.

Viggiano D et al (2004). Breast feeding, bottle feeding, and non-nutritive sucking; effects on occlusion in deciduous dentition. Arch Dis Child 89: 1121-1123
	Noted, thank you.

Thank you for this reference. All the submitted evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Breastfeeding Network
	
	Evidence Summary - 2 to 5 years 


	What is the effectiveness of interventions that aim to prevent diet-related

dental caries in pre-school children?
	8
	Also worth noting that fluoridation, whilst it may have weakened the effect of relationship between sugar consumption and dental caries, has also brought widespread concerns from consumer and other health groups about dental fluoridosis and other concerns (increased bone fractures) about the safety of the practice.
	Noted, thank you. Interventions such as fluoride are outside the remit of this guidance.

	Breastfeeding Network
	
	Evidence Summary - 2 to 5 years 


	Interventions with children 
	6
	Another useful point of discussion and one which has been documented (Sullivan, Birch 1994) is the impact of early breastfeeding and future responsiveness to taste new foods.  This could be explained by early exposure to different flavours through the milk.
	Noted, thank you.

	Breastfeeding Network
	
	Evidence Summary - 6 to 24 months
	Background 
	1
	Whilst I understand that this is a historical background of where we are, I’m concerned that if this is to ultimately form the basis of the guidance that is to be published that some of the wording used is out of date and doesn’t take into account more recent ideas such as baby led weaning. Eg ‘products such as yoghurts, custards and cheese sauce can be introduced’. Will all families know not to season or to use ready made sauces with the under 1s? Why don’t they just say cheese?

This also talks about drinks rich in vit C are recommended to be served at mealtimes (this is still in the 6 – 9 mths group) and I am concerned that it doesn’t specify these should be diluted and to use pure juice (ie not something like ribena), and maybe indicate it should be in a cup not bottle. [note that the Valaitis review does state this and so I hope it comes through in the final guideline]
	Noted thank you. The background sections will be updated in the full reviews. 



	Breastfeeding Network
	
	Evidence Summary - 6 to 24 months
	
	
	The Para on vitamins says the DH recommends supplements of vit A&D or breastfed babies but doesn’t have any evidence to support this, and anecdotally women report that it is difficult to source these vitamins in a liquid form that doesn’t contain peanut derivative.

Age 1+ cows milk is recommended as a main drink… what about breastmilk? No mention.

Regarding foods to be avoided, sugar is obviously listed but no mention of artificial sweeteners. Is this because there is no scientific evidence to support?
	Vitamin D supplementation is the subject of a separate review, and presents the evidence in this area. We understand that the Healthy Start vitamin supplements are not based on peanut derivatives.

Noted. 

This is correct, no evidence was found on artificial sweeteners. 

	Breastfeeding Network
	
	Evidence Summary - 6 to 24 months
	Dietary interventions to prevent dental caries
	8
	The Valaitis et al (2000) review forms the basis of the Evidence statement 8 that there is no consistent high quality evidence of an association between breastfeeding beyond one year and development of early dental caries. However some of the studies reviewed (and there is insufficient references given to check each study/ article at source) indicate that breastfeeding for over one year and at night beyond eruption of teeth may be associated with early caries. I have 2 concerns with this – first, it isn’t clear if this means breastfeeding over one year and at night or at night generally or over one year generally…. (surely other studies that emphasise good oral care would dispute this?) Second, what about babies with teeth early on in development that still need night feeds?

Further research is needed on the causes of dental caries in toddlers, including fetal environment, diet, use of antibiotics and other medicines.

No information about funding in any of these articles.
	Noted, however NICE is unable to commission primary research. 

Apart from the Valaitis review there is also the following review which will be included when the evidence review is updated:
 Ribeiro NM, Ribeiro MA (2004) Breastfeeding and early childhood caries: a critical review. J Pediatr (Rio J). 80(5 Suppl):S199-210.
 
Neither of these reviews found strong evidence to link breastfeeding with caries. A majority of the included papers showed no effect. 

	Breastfeeding Network
	
	Evidence Table -  6 to 24 months
	Continuing Breastfeeding after 6 mths
	28
	3 comments

1. unknown background of author who gave “specialist lactation advice”. We know this was a pilot study 

2. funding – although it was by a medical institute, we don’t know who funds that and indeed the expressing kits were funded (supplied) by Cannon-Avent so possible bias in making the figures of success in expressing look good

3. although this study was given a minus rating by the MIRU review team, I was pleased to see that the women in the original study involved reported “practising how to express their milk prior to returning to work was beneficial to their success”, reinforcing need for supporters/ helpers in educating role
	Where funding sources are declared in papers, this detail has been provided in the evidence tables.

	Breastfeeding Network
	
	Evidence Table  - Post-partum review
	Mackey

1999

Pennsylvania,

USA

RCT

1-


	28
	This study found that folic acid supplementation in lactating women increased erythrocyte folate and haemoglobin concentrations and led to an inverse relationship between plasma folate and plasma homocysteine. They conclude dietary folate needs during lactation are greater than previously estimated.

The two groups studied are supplementation by tablet and placebo, there is no evidence of the effectiveness of supplementation by dietary means, which would avoid possibly unnecessary concerns in lactating women
	Thank you for raising this issue. We will examine this in more detail.  

	Breastfeeding Network
	
	Evidence Table  - Post-partum review
	General
	
	This review has looked at “any maternal nutrition/health outcome that a mother may experience during the first year postpartum” which would include: fatigue/exhaustion/tiredness and breastfeeding duration.

There seems no evidence to support the belief that lactating mothers need to eat a certain number of calories above what they would normally eat in order to remain well themselves or to sustain successful breastfeeding. The Lovelady study showed no significant difference in the growth of babies of lactating mothers who restricted their diet by 500 calories. 

This is an important finding, firstly in order to counteract misguided advice that mothers need to increase their food intake in order to be able to breastfeed successfully. Also, the idea that successful breastfeeding may depend on eating healthy food and not dieting may be seen as a disincentive to breastfeeding by younger mothers and mothers from lower socio-economic groups. If there is no evidence to support this view, indeed evidence that mothers can restrict their calorie intake without harm to themselves or their babies, this should be highlighted
	Thank you for this observation. The evidence will be considered by the PDG as the guidance is developed.

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	General
	
	We endorse the comments provided in this report, which provides a good insight in to weight monitoring in the UK and highlights the complexities and concerns in both accuracy and interpretation of growth charts.  It shows a clear need for further training of those who use and interpret the charts.
	Noted, thank you.

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	General
	
	We would welcome evaluation of the impact of the new WHO growth charts and are interested in what training will be built in.
	Noted, thank you.

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	Frequency
	12
	We support the statement “Health visitors could also help mothers recognise other ways of evaluating baby wellbeing.”  This would give some autonomy back to the mother and could help to either allay fears in a baby who is developing well in all other ways or spur on self referral where other concerns are apparent.  
	Thank you. 

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	Obesity
	22
	Economics:

The statement “Recommendations from this study included setting an upper limit on the amount of milk in the diet of the under fives, limiting high-fat meat products and reducing the intake of crisps.” raises other concerns about poverty issues and the subsequent effect on health.   Supermarkets tend to offer more sales incentives on processed foods.  Foods high in sugar and fat are often much cheaper to buy than healthier basic foods such as fruit and vegetables, with those in lower social classes on lower incomes most likely to lose out, from a health and obesity perspective.
	Thank you, noted.

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	Obesity
	22
	Also worth noting would be the impact on aggressive marketing of breastmilk substitutes (examples well documented on the Baby Feeding Law Group website).  Monitoring shows regular violations of the World Health Organisation / UNICEF Code of Marketing of Breastmilk Substitutes and Subsequent Relevant Resolutions, with regular 2 for 1 offers on weaning foods.  A report in the WHICH Magazine highlighted the nutritional inadequacy of some jars of weaning food (with content of water being higher than 50% in some).

Offers are also regularly seen on Follow-on-Formulas which could encourage purchase and subsequent use of an inappropriate formula for babies less than 6 months.  Many people are not even aware of the difference. We hope to see this issue dealt with separately by the Government by a strengthening of the UK law in line with the Code and Resolutions.
	Thank you, noted.

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	General
	
	Also worth consideration would be the impact of aggressive marketing of breastmilk substitutes to health professionals, and the subsequent recommendations made to mothers, with babies with faltering growth. Companies use Professional Journals to aggressively promote to health professionals, boasting that their product is the best as it contains certain ingredients.  Sponsored equipment (seen by mothers at clinic visits) gives subliminal messages and undermines breastfeeding.  Frequently seen in use are pens, desk note pads, obstetric wheels, weight charts, mugs, diary covers, post-it notes with company logos and/or brand.  Many GP surgeries have formula company leaflets in their waiting rooms recommending mums call their care-lines.
	Thank you, noted. 

	Breastfeeding Network
	
	Expert Paper – Growth Monitoring
	General
	
	Dieticians should also be provided with good training, especially as weight issues may prompt a referral.  A mother reported to us being told by her dietician that she should not be still giving breastmilk to her 12 month old as breastmilk was of no nutritional value at this age and that she should give soy formula instead.  The dietician did not give any information to the mother on documented problems associated with giving soy formula. Although the referral was not related to the infant’s weight it highlights a training need for this group of health professionals.
	Thank you for raising this issue. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	
	We recognise the connection between poverty and ill health as set out in the scope of the Mother and Child Nutrition documents


	Thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	
	This document appears to support the guidelines produced in the Breastfeeding Network leaflet on Expressing and Storing Breastmilk.  


	Noted, thank you.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	2
	We share concerns that there are current gaps, uncertainties and confusion in the wide range of current guidelines available and would like to see consistent information given. 


	Noted, thank you.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	
	We would like to question the 24 hour guidance set out by the Department of Health (DH).  Mothers who are back at work frequently ask us if milk expressed on a Friday is safe to keep stored in a fridge until Monday.  This is important for several reasons.

· it is easier to handle and transport milk that has been kept fresh 

· not all mothers have access to a freezer 

· some babies will drink fresh EBM but not frozen EBM 

· defrosted milk goes ‘off’ more quickly than fresh EBM 

· The storage times ought to be focussed on ordinary fridge temperatures rather than fridges that can be maintained at 4 degrees or below 
	Noted, thank you. The PDG will develop recommendations based on their assessment of all the available evidence.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	
	· 2-4 degrees is an unrealistic aim for most families when nearly 70% of fridges operate at storage temperature of more than 5 degrees C (p6 MCN 10 – 2 Storage of Breastmilk, November 2006) so why not give a range of storage temperatures?

· While 24 hours in a fridge maintained at 2-4 degrees may represent the optimum storage conditions, mothers need to know how to balance other factors. By setting out this stringent time and temperature those who have most to gain by continuing to give expressed breastmilk to their baby will have no choice but to give formula instead. 
	Thank you for raising this issue. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	2
	We agree that the focus of this document is on ‘Healthy’ term babies and recognise the guidelines for EBM given in Special Care Baby Units and to sick babies may need further consideration.
	Noted, thank you.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Impact of storing on the microbiological status of expressed breastmilk
	3
	We understand the focus of the paper is on EBM and are pleased to mention of human milk fortifiers, which when mixed with EBM could be a potential source of contamination.  It would be good to see mentioned that the anti-microbial properties of the breastmilk playing a huge part.


	These are important considerations.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Impact of storing on the microbiological status of expressed breastmilk
	3
	We are aware there are other areas of guidance, which focus on reconstituting infant formula, but as many women feed both EBM and Infant Formula, it may be worth considering the FSA guidelines.  Infant formula is also a non-sterile product which may contain pathogens such as salmonella and enterobacter sakazakii (as documented by the World Health Organisation) and therefore be a source of contamination, when mixed with EBM. (The Telang et al study noted, took samples from 8 women, suggesting a very small scale study)  Some batches of Infant formula may be more contaminated with pathogens.  It is important not to overlook that some women find expressing difficult, yield only a small amount of EBM and need to add to the quantity with infant formula.  Some mothers ask us if they can mix the two together in the same feeding container / bottle.  
	Thank you for these helpful observations.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Impact of storing on the microbiological status of expressed breastmilk
	3
	We would welcome an independently funded study on the effect of storage times and one which continues for a longer length of time.    In the study used to guide the BfN leaflet on Expressing and Storing Breastmilk, the milk was not tracked long enough to discover the point at which bacterial growth became significant, for example milk stored at 4 degrees or below. 
	Noted, thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Current advice on handling and storing breastmilk
	4
	We support Hands (2003) review findings and this formed the basis of our leaflet on Expressing and Storing Breastmilk 


	Thank you. We are aware of this report.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Current advice on handling and storing breastmilk
	4
	We agree that good hygiene is important, to reduce contamination.  It’s good to see guidelines on hygiene are consistent.  The Breastfeeding Network leaflet on Expressing and Storing Breastmilk includes a section on Good Hygiene in the leaflet.


	Thank you.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Current advice on handling and storing breastmilk
	5
	Good Hygiene measures  

To consider discussion on whether hand expressing is less likely to cause contamination than breast pumps which often have intricate parts, which are difficult to clean.


	Thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Current advice on handling and storing breastmilk
	5
	Good Hygiene measures which include 

In some situations it may not be necessary to sterilise collection containers. Well cleaned and scalded with boiling water may be enough.  A large jug may be difficult to sterilise.  Containers used to store EBM should be sterile, as included in the BfN leaflet on Expressing and Storing Breastmilk.  
	Noted, thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Current advice on handling and storing breastmilk
	5


	It would be useful to include whether a mum can add to expressed milk.  If a mum can keep adding to the milk as the day goes on she will be able to freeze a bigger amount, which will be more encouraging for a mum who can only express small amounts at a time. (The BfN leaflet suggests previous EBM can be added to if it’s collected on the same day).  
	Thank you for this helpful observation. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Defrosting EBM
	7
	We were interested to see mention of the Rechtman et al (2006) study, which could be another encouraging factor for some mothers.
	Thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Refrigerator and Freezer temperatures
	
	Accurate fridge temperature control

Mothers could be encouraged to store the milk at the back of the fridge where the temperature is more stable (in comparison to near the front where the door opening and closing could alter the temperature of things nearer the front or in the door).  
	Thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Refrigerator and Freezer temperatures
	3
	Accurate fridge temperature control 

Providing a fridge thermometer could be a relatively low cost intervention in comparison with the cost of Infant Formula milk and subsequent ill health.


	Thank you, noted.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Refrigerator and freezer temperatures
	7
	Guidelines should include practical ideas on storing EBM at work and on keeping the temperature maintained during transportation (eg - to and from the workplace) such as cool bags, with deep frozen ice packs as suggested in the BfN Expressing and Storing Breastmilk leaflet. 
	Thank you, noted.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Suggested storing times

Rather than see blanket recommendations on refrigeration storage times some autonomy should be considered when the mother can accurately gauge the temperature of her fridge.  Freezing it is known to damage some of the components of the EBM.
	Thank you, noted. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Suggested storing times

(as mentioned above) 2-4 degrees is an unrealistic aim for most families when nearly 70% of fridges operate at storage temperature of ?5 degrees C or more (p6 MCN 10 – 2 Storage of Breastmilk, November 2006) so why not give a range of storage temperatures?
	Thank you for this suggestion. The PDG will consider all the evidence when making recommendations.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Suggested storing times

(as mentioned above) While 24 hours in a fridge maintained at 2-4 degrees may represent the optimum storage conditions, mothers need to know how to balance other factors. By setting out this stringent time and temperature those who have most to gain by continuing to give expressed breastmilk to their baby will have no choice but to give formula instead. 
	Thank you for this observation.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Defrosting Expressed breastmilk
	7
	Guidelines for defrosting

The guidelines should be clear that defrosted milk does not maintain the unique anti-bacterial properties like unfrozen milk, therefore it should be used within 12 hours if defrosted in the fridge or used immediately if defrosted at room temperature.
	Thank you for this observation.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	To reduce wastage of EBM

Bearing in mind the amount of time and effort involved in expressing and storing breastmilk,  it is very disheartening for women if milk has to be wasted; therefore suggest:

Guidelines should include informing mothers and care givers of what to expect of breastmilk and what to look out for.  (Separating of the milk is not unusual and does not mean the milk is “off”.  It just means the fat has separated from the milk.  A gentle shake is all that is necessary.) 
	Thank you for this helpful observation.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	To reduce wastage of EBM

Ensure awareness that food flavours can pass in to the milk and some collection containers can pass on taints, which make the milk smell differently.  This doesn’t necessarily mean the milk is off.   Freezing breastmilk appears to change the taste remarkably and is sometimes then refused by the baby, which is another consideration with guidelines which recommend a short refrigerator storage time.
	Thank you for this helpful observation. 



	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	To reduce wastage of EBM

Guidance to mention metallic smells, as this is a common question we are asked.


	Noted. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Defrosting Expressed Breastmilk
	7
	Guidelines on giving the milk

Agree that microwaves not be used to defrost or heat EBM, (as printed in the BfN leaflet on Expressing and Storing Breastmilk)
	Thank you. This is to avoid hotspots, not that microwave heating is intrinsically dangerous.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Guidelines on giving the milk

To include that it is not imperative or necessary that the EBM be heated it can be given straight from the fridge, (as mentioned in the BfN Expressing and Storing Breastmilk leaflet).   This is an important point particularly for mothers who are embarrassed to feed outside the home and who take their EBM to give the baby, when out and about.  It would also reduce the risk of un-necessary scalds through bottles being stood in jugs of boiling water.   
	Thank you for this helpful observation.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Guidelines on giving the milk

Over warming or boiling the milk is not necessary and damages some of the important components of the milk.  Gentle heating is enough, if the baby prefers to drink it warm, (as mentioned in the BfN Expressing and Storing Breastmilk leaflet).
	Thank you for this helpful observation.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Guidelines on giving the milk

If the milk smells sour or rancid it should not be given (as mentioned in the BfN Expressing and Storing Breastmilk leaflet)
	Noted, thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	Other aspects
	7
	Labelling of the milk

We agree that labelling is imperative not only in the home but for women taking their EBM to the workplace. (as mentioned in the BfN Expressing and Storing Breastmilk leaflet).
	Noted, thank you.

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Other important considerations

We would like to have seen more mention of the anti-microbial / anti-bacterial properties in breastmilk and its impact on quality of the milk.
	Noted. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	
	
	Other important considerations

This report doesn't explore the impact on women having to use infant formula, or frozen milk over fresh, if they are not able to store milk for so long.  We are already supporting women, who are struggling with the 24 hour DH guidelines for refrigerator storage.
	Thank you for this helpful observation. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General 
	
	Economics

Those in higher income groups may be able to afford a longer time off work, possibly reducing their need to express.  Women in higher ranking positions, may have a clearer understanding of their rights on returning to work, which enables them to access good information on returning to work, stating their rights in the Health and Safety Executive guidance for new and expectant mothers. So again this is a health inequalities issue. The guidance needs to offer practical and sound information.
	Noted, thank you. 

	Breastfeeding Network
	
	Expert Report -Handling and Storing of Expressed Breast Milk
	General
	
	Economics

Extending the length of duration of the DH guidelines for refrigerator storage times, will be an effective intervention in helping women continue breastfeeding.  
	Noted, thank you. 

	Britiah Dental Association
	
	General
	
	
	Effectiveness

This is an important and wide-ranging document which will have an impact on many aspects of Oral Health Education and Oral Health Promotion for this client group. There are a lot of good reviews included in the evidence synopsis which may in the future lead to changes in current guidance.
	Noted, thank you. 

	Britiah Dental Association
	
	General
	
	
	Effectiveness

In the Final Scope document for this guidance, the last bullet point of Section 4.2b (Areas that will be covered – Children) is “Prevention of dental caries, tooth loss and dental erosion”. The BDA is disappointed that dietary interventions which prevent diet-related dental caries in infants and young children are not very well covered in the evidence synopsis. There is a lot of reliance on the SIGN guidance in this area.
	Thank you for your comments. However, both NICE and the PDG feel that commissionioing a separate review on diet and dental caries is beyond the remit of this guidance. We welcome suggestions for new guidance topics and suggestions can be made at: www.nice.org.uk/page.aspx?o=440070


	Britiah Dental Association
	
	General
	
	
	Effectiveness

Systemic or topical fluorides are not covered at all either in the various age sections or in the supplementary evidence review on the effectiveness of public health interventions to improve the nutrition of infants/children aged 6 months to 5 years. This should be addressed.
	The scope of the guidance included the prevention of dental caries, however, interventions such as systematic or topical fluorides are outside the remit of this guidance. 

	Department of Health
	
	Evidence Summary -  Post-partum Review
	Evidence statement 8
	7
	Sentence should include “…significantly increase levels of haemoglobin and iron stores compared to non-supplemented controls”
	Noted thank you. 

	Department of Health
	
	Evidence Summary – 2 to 5 years
	Background 
	1
	First Para – “Observed differences in intake between ALSPAC and NDNS pre-schoolers are probably due to socio-economic differences” – would it be possible to mention that this could also be due to methodological differences between the two studies.
	Thank you, we will amend this sentence accordingly. 

	Department of Health
	
	Evidence Summary - 6 months to 5 years supplementary review
	Evidence statement 1
	3
	It would be helpful to have guidance for specific population groups who are known to be at risk of iron deficiency anaemia.
	The guidance extends to pregnant and breastfeeding women and children up to the age of 5 years. This is a larger topic and beyond the remit of this guidance. 

	Department of Health
	
	Evidence Summary - 6 months to 5 years supplementary review
	Iron fortified follow-on milks
	4
	This statement is based on a study that compared pasteurized Cow’s milk with infant formula.  It is to be noted that Cows’ milk is not recommended for infants under the age of 12 months and the comparison is not valid. Therefore, it is important that any future guideline takes this into account. 

The effectiveness of follow-on formulas in infants fed normal infant formula or breastmilk during the first six months is yet to be established.  Due to the lack of evidence on effectiveness of follow-on milk as stated above, they are not included in Healthy Start scheme.   Careful thought has to be given to the wording of any recommendation/guideline on this, lest it is interpreted that all children above 1 year should be given follow-on formula. 
	Thank you for your comment. The wording of the evidence statement and supporting text has been amended to reflect your comments. 

The evidence statements should not be taken as recommendations. They inform the development of the guidance but other considerations are taken into account.  

	Department of Health
	
	Evidence Summary - 6 months to 5 years supplementary review
	Interventions to improve nutritional adequacy in day-care centres
	10
	Fourth Para, second sentence – should be “Head Start” rather than “Healthy Start”
	Amended. Thank you for pointing this out.

	Department of Health
	
	Evidence Summary – 6 to 24 months
	Background
	1
	Fifth Para, first sentence should also include vitamin C. Adequate vitamin C status is important, particularly in children to aid the absorption of iron. As a safety net, DH recommends vitamin C supplements (as well as vitamins A and D) for infants and Healthy Start children’s vitamin drops include vitamins A, D and C.
	Noted, thank you.

	Department of Health
	
	Evidence Summary – 6 to 24 months
	Background
	2
	Last Para, third sentence include “Foods that are recommended include full-fat cows’ milk, after the age of one year, as a main drink…”
	Noted, thank you.

	Department of Health
	
	Evidence Summary – 6 to 24 months
	Results
	5
	Second Para, third sentence should read “At 18 months of age, haemoglobin status and iron content of the diet…”
	Noted, thank you.

	Department of Health
	
	Evidence Summary - Post-partum Review
	Evidence statement 10
	8
	1mg/day folic acid – this level of supplementation is too high and could put intake levels above the cut off (total intakes of folic acid could be above 1mg), for which evidence of safety is lacking. Therefore, any recommendations drawn from this should be carefully considered. Also, the study does not report the amount of folic acid intake from fortified foods. Applying this to the UK should be made with caution as a number of foods are currently fortified on a voluntary basis.
	Thank you. Please note that not all of the evidence statements are used as a basis for recommendations. The PDG interprets the evidence before making recommendations and applicability to the UK is an important consideration. 

	Department of Health
	
	Evidence Summary - Preconception review
	Results
	5
	First Para, last sentence – the Department of Health actually recommends intakes from food plus supplements should be 600μg (i.e. the RNI for folic acid 200μg + the additional 400μg for women aged 19-49 years)
	This paragraph is intended to support DH advice about supplements.

	Department of Health
	
	Evidence Summary - Preconception review
	Evidence statement 5
	5
	This evidence was published in 1998. Since then folic acid advice has been mainstreamed in the health service and in training. Would you consider including a statement that there is no recent evidence on current knowledge?
	The evidence review will include information about the current situation in the UK and the applicability of the evidence statement.   

	Department of Health
	
	Evidence Summary - Pregnancy Review
	Background
	1
	Second Para, first sentence should read “In the UK, Health Departments and the Food Standards Agency….”
	Thank you, this will be amended.

	Department of Health
	
	Evidence Summary - Pregnancy Review
	Background
	1
	Second Para, last sentence change advices to advises
	Agreed, thank you.

	Department of Health
	
	Evidence Summary - Pregnancy Review
	Background
	1
	Second Para, last sentence – “avoiding cheeses with rind” could potentially include cheeses such as Edam for example, which need not be avoided. Consider rewording the sentence to read “…avoiding soft cheeses made with unpasteurised milk…”
	This will be amended accordingly.

	Department of Health
	
	Evidence Summary - Pregnancy Review
	Evidence statement 1
	4
	“Sea fish” should be “oily fish”
	The use of the term ‘sea fish’ in the evidence statement reflects the terminology used in the study which formed its basis –therefore it has not been changed.

	Department of Health
	
	Evidence Summary - Pregnancy Review
	Multiple Interventions
	7
	Second Para, last sentence - typing error in word “proportion”
	Thank you. 

	Department of Health
	
	Evidence Summary - Vitamin D
	General
	
	The review on Vitamin D is drawn mostly from evidence from RCTs and before and after studies.  It is disappointing that little consideration appears to have been given to surveillance data such as the National Diet and Nutrition Survey (NDNS) and the Asian Infant Feeding Survey which clearly highlight the risk of vit D deficiency.  
	Thank you for this comment. Surveillance data has been included in the full review and taken into consideration by the PDG in the development of the recommendations.

	Department of Health
	
	Evidence Summary - Vitamin D
	Conclusions
	6
	Second Para - these statements negate the importance of vitamin D supplements. From our current knowledge and surveillance, it is clear that a significant proportion of the population has low vitamin D status and therefore could be at risk of deficiency. Although functional significance of this is unclear, public health intervention to prevent and cure deficient levels is necessary.  It is not acceptable to wait until the clinical signs of rickets appear which really is the tip of the iceberg indicating a wider problem in the population.  Timely and appropriate intervention is needed and is particularly relevant as the review rightly states that sub-clinical nature of deficiency may be difficult to detect.  Therefore, we strongly suggest that a precautionary approach is taken.
	Thank you for this comment. Information on prevalence of suboptimal vitamin D status will be included in the final version of the evidence review. Information on COMA and SACN recommendations will also be included. Additional information about supplements available through Healthy Start has been added to the review.

	Department of Health
	
	Evidence Summary - Vitamin D
	General
	
	Although increasing sunlight exposure may address the issue for most groups in the population, this will not solve the problem for those who have limited exposure for cultural reasons (i.e. cover up with clothing). Cultural change takes a longer time to achieve and vitamin D supplements act as a safety net for all groups at risk of vitamin D deficiency.
	Thank you for your comment. Additional information on these issues will be included in the final version of the review which will be published with the guidance in February 2008. 



	Department of Health
	
	Evidence Summary -Vitamin D
	General
	
	The paper seems to be lacking in direction in what the Department of Health sees the problem to be - the importance of reducing the risk of vitamin D deficiency.
	Thank you for this comment. Discussion of this topic will be included in the full review which will be published with the guidance in February 2008.  .

	Department of Health
	
	Expert Paper - Growth Monitoring
	General 
	
	This paper appears to be written in a different format to the other reports, reading like an essay rather than a report and it is difficult to pull out the evidence let alone any interpretation/recommendation based on evidence rather than opinion. Although things change all the time and looking at the evidence has to stop at a point, the WHO growth chart as an optimal growth picture does not come across - would it be possible for this to be reviewed in light of that?

The Department of Health asked the Scientific Advisory Committee on Nutrition (SACN) and the Royal College of Paediatrics and Child Health (RCPCH) to assess the applicability and suitability of the WHO Growth Standards in the UK. The group concluded that the Standards describe the growth of infants in good health who were exclusively or predominantly breastfed for at least 4 months. They are applicable to all infants, whether breast or formula-fed.  
	The growth monitoring paper is based on expert testimony and is therefore in a different format from the evidence reviews. 

Thank you for raising this. We are aware of the SACN/ RCPCH findings on the suitability and applicability of the WHO Growth Standards in the UK. 


	Department of Health
	
	Expert Paper - Growth Monitoring
	General
	
	The new standards may help to establish exclusive breastfeeding as the norm in the first half of infancy. The report by SACN and RCPCH has been out for a five-week consultation and responses are currently being considered. The report from the expert group is expected to be finalised in June and Health Departments will consider its recommendations. 
	Thank you, noted. 

	Department of Health
	
	Expert Report -  Handling and Storage of Expressed Breast Milk 
	General
	-
	Department of Health advice is precautionary drawn up in collaboration with the Food Standards Agency. It would be helpful for NICE to give a clear guideline taking account of practical aspects, particularly for feeding of infants whose parents may return to work.
	Noted, thank you. 

	Department of Health
	
	General
	
	
	The evidence does not take account of the importance of adequate preparation for pregnancy and the importance of nutritional status of adolescent girls.  This is notable gap in light of the emerging evidence in this area particularly with regard to the potential intra-generational effects of nutrition on pregnancy outcomes.
	The PDG recognises that this is an important issue, however, there appears to be a lack of intervention evidenc. The nutritional status of adolescent girls is beyond the scope of this guidance.

	Department of Health
	
	General
	
	
	There appears to be an inconsistency with the evidence ratings throughout the reports. At one point, it is said that a statement will not be drawn from evidence with a 1- rating, whereas there are several evidence statements drawn from evidence with a 1- rating.
	Thank you, we will amend this. A recommendation will not be drawn from an evidence statement with a minus rating unless there is other, better evidence available.

	Department of Health
	
	Introduction to the synopsis
	1.2
	3
	Last Para - sentence should read “…fresh fruit, fresh vegetables and/or infant formula milk.”
	Noted, thank you. 

	Food Standards Agency
	
	
	What dietary strategies effectively reduce the risk of food allergies and intolerance?
	6
	The Agency has previously submitted advice on further evidence in this area.  The Agency is looking to fund work on weaning practice and development of food allergies.
	Thank you. This evidence has been passed to our Collaborating Centre to assess against the inclusion criteria for the reviews. Any new evidence which meets these criteria will be included in the updated evidence review and will inform the final guidance.

	Food Standards Agency
	
	Evidence Summary  - Pregnancy review
	Background section
	1
	2nd para, 2nd sentence include ‘at least’ after ‘fish’ and before ‘twice’.  Include ‘some dairy foods’ after ‘vegetables’.

3rd sentence: Include ‘eating folate rich foods’ after ‘pregnancy’.

Last sentence: The advice on what to avoid is incomplete, suggest looking at the Agency website Eatwell to include all references. http://www.eatwell.gov.uk/agesandstages/pregnancy/whenyrpregnant/#cat226049
	Noted, thank you. 

	Food Standards Agency
	
	Evidence Summary  - pregnancy review

Evidence Tables - pregnancy
	5a and General

General
	3

4

1
	Omega 3 Supplements / fish oils.  The Agency would be interested to know the reasoning behind looking at interventions to increase awareness and knowledge among pregnant women about the benefits of eating vegetarian sources of omega 3 supplements during pregnancy as this is not Government advice (or providing long chain fatty acids).  We are unaware of any data showing vegetarian sources are of health benefit.
	Noted, thank you. 

	Food Standards Agency
	
	Evidence Summary – 0 to 6 months
	Contamination of equipment / storage and heating of breast milk / reconstitution of formula
	22
	There is a wealth of published advice on “best practice” to minimise risks to babies who are fed infant formula. Whilst there appears to be gaps in our knowledge about what caregivers do in practice the Food Standards Agency is funding research to look at this in relation to the use of powdered infant formula in feeding. 

Information on cleaning and sterilising infant feeding equipment is included in some of the guidance. 
	Thank you for this information. 

	Food Standards Agency
	
	Evidence Summary – 2 to 5 years
	What is the effectiveness of dietary strategies that aim to reduce the risk of food allergies and intolerance, and the effectiveness of interventions that promote this advice?
	8
	The Agency has previously submitted advice on further evidence in this area.  The Agency is looking to fund work on weaning practice and development of food allergies.
	Thank you for providing this evidence. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance. 

	Food Standards Agency
	
	Executive Summary – 6 months to 5 years
	Interventions on nutrient supplementation – iron and general
	3
	The Agency is concerned that throughout the consultation documents the evidence statements that refer to supplemental use may be misconstrued as advice. For example evidence statement 1 may be interpreted as advice to supplement infant’s diet with iron, which is not a Government recommendation.
	Thank you for raising this concern. The evidence statements inform the development of the guidance but they do not dictate it. 

	Food Standards Agency
	
	Evidence Summary – 6 to 24 months
	Background
	1
	Para 5: The Agency is of the understanding that the multivitamins mentioned were still A, C and D.
	Noted, thank you. 

	Food Standards Agency
	
	Evidence Summary – Post-partum review
	And generally throughout consultation documents
	6/7
	The Agency is concerned that throughout the consultation documents the evidence statements that refer to supplemental use may be misconstrued as advice. For example evidence statement 7 may be interpreted as advice for supplementing women with fish oils, which is not consistent with Government advice and would raise concern re vitamin A intake levels, as fish liver oils are high in the vitamin.
	Thank you. Please note that the evidence statements are used to inform the recommendations – not to define them. Some evidence statements will not be used as a basis for recommendations. The PDG interprets the evidence before making recommendations.

	Food Standards Agency
	
	Evidence Summary – Preconception review
	Background
	1
	2nd para 1st & 3rd sentence, change ‘folic acid’ to ‘folate’.
	Thank you. This will be amended.
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Dear Mr Travis
Please find attached comments from the Infant and Dietetic Foods Association relating to the Consultation on Maternal and Child Nutrition (Synopsis of the evidence).

We are sending hard copies of some of the additional research papers that you may like to consider by courier. Those that were available electronically are attached to this message.

Our submission has been peer reviewed by an independent group of experts in the field of maternal and child nutrition. This group of individuals have opted to communicate directly and independtly with NICE regarding some concerns relating to this consultation. Their letter is also appended to this note for completeness.

Please do not hesitate to contact us for any points of clarification or for further input.

Yours sincerely,

Roger Clarke

Director General

Infant and Dietetic Foods Association


	Thank you.

	Infant and Dietetic Foods Association
	
	General
	
	
	Welcome the consultation on the synopsis of the evidence.  Wholeheartedly support the use of sound scientific evidence as the basis of the guidance.
	Thank you.

	Infant and Dietetic Foods Association
	
	Dental Caries
	
	
	A full detailed review needs to be undertaken by experts in the area of diet and dental caries

Considerations

Social class, receipt of benefit and parental education attainment predict the development of caries

Important dietary factors include the frequent consumption of sugary drinks (particularly from a bottle)

Fluoridation has an important role in preventing dental caries, particularly in deprived communities.

Consideration that caries development in young children can be associated with prolonged and frequent breastfeeding, 

Jenkins GN ‘Recent Changes in Dental Caries’ BMJ 291 no 6505:1297-8.

Loesche WJ ‘Nutrition and dental decay in infants’ AJCN 1985; 41: 423- 435.

HooreWD ‘Benefits and risks of fluoride supplementation: caries prevention versus dental fluorosis’ Eur J Paediatr 1992; 151: 613-6.

Hackett AF et al ‘Can breastfeeding cause dental caries’ Hum Nutr:App Nutr 1984; 38A: 23-28

Roberts GJ ‘Is breastfeeding a possible cause of dental caries?’ J of Dentistry 1982; 10 No4: 346-352

Rugg-Gunn AJ et al ‘Effect of human milk on plaque pH in situ and enamel dissolution in vitro compared with bovine milk, lactose and sucrose’ Caries Res 1985; 19: 327-334

Forsman B, Ericsson Y ’Breastfeeding formula feeding and dental health in low-fluoride districts in Sweden’ Community Dent Oral Epidemiol 1974; 2: 1-6.

Levine RS ‘Caries Experience and bedtime consumption of sugar sweetened food and drinks – a survey of 600 children’ Comm Dent Health 2001; 18: 228-231.

Tsubouchi J ‘Baby bottle tooth decay.  A study of baby bottle tooth decay and risk factors for 18-month old infants in rural Japan. J Dentistry for Children 1994 Jul- Aug: 293 – 298.

DH ‘Scientific Review of Welfare Food Scheme’ 2003 London, TSO
	Thank you for your comments however both NICE and the PDG feel that commissionioing a separate review on diet and dental caries is beyond the remit of this guidance. However, we welcome suggestions for new guidance topics. Suggestions can be made via the NICE website at: www.nice.org.uk/page.aspx?o=440070
Thank you for sending us this evidence and references. It has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Infant and Dietetic Foods Association
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	General
	
	This modelling exercise is based on Battersby (2004) which is methodologically poor (as explained above).  NICE has updated the costs and introduced a one way sensitivity analysis.

There is no evaluation of mothers’/partners’ preferences or quality of life implications of different types of feeding.
	Noted. 

This is correct. It is not easily modelled, and is one of the things the PDG is being asked to take into account.

	Infant and Dietetic Foods Association
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	Baseline data and assumptions
	3
	The full costs of the intervention are not included, particularly non salary costs are omitted. The intervention was delivered by 2 midwives, 7 peer supporters and 10 volunteers. It is not clear whose costs are reported. 
	The perspective is that of the NHS, which does not include non-salary costs to volunteers and peer support. Opinion is divided as to whether such costs should be included in a study conducted from a societal perspective. It is suggested that since volunteers are doing their work without pay, society receives a benefit but does not incur a cost. If it were a cost to the volunteer, they would not continue to volunteer.

	Infant and Dietetic Foods Association
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	Discussion
	9
	The comment that breastfeeding has also been linked with improved educational and social outcomes needs explaining and referencing.
	Noted. The author of the report has added a couple of references. The ’link’ is an association rather than necessarily causation, and may simply reflect the fact that breastfeeding is more common among women of higher socioeconomic status. In any case it would be difficult to quantify and model.

	Infant and Dietetic Foods Association
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	
	10
	It is concluded that the intervention costs £100 per mother and the scheme would break even at a 20 percentage point increase in breastfeeding initiation. It is possible that at higher baseline breastfeeding rates, it is more difficult and costly to gain further increases in breastfeeding initiation (ie diminishing returns set in). This needs investigating.
	Thank you for this observation. The effect would be to limit resources for breastfeeding support to those areas where the initiation of breastfeeding is below a threshold level, which the PDG should be asked to consider. However, this does not address the problem of a fall-off in breastfeeding rates over time, which may occur despite high initiation rates.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	
	
	The review should have distinguished different age groups of children within the 0-5 years group. Large issues are missed by not distinguishing the milk, weaning and preschool categories. The focus is largely on breastfeeding. 
	Thank you for the suggestion, which will be passed to the authors. NICE would be interested to know about any economic studies of weaning and preschool that have been missed.

There is a dearth of good quality economic studies in this area. Even with a generous and pragmatic approach to inclusion of papers identified by the search strategy, there were only a few (low quality) studies to review. It was this which determined the focus and a lack of distinction between categories.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	Introduction to health economics
	
	Unlike the women review (above) there is no introduction to health economics section in children review.
	An introduction has been added. 

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	1.1 Literature search
	4
	The search terms are not shown so it is not possible to know whether the lack of evidence is because there really is no evidence or because the searches haven’t captured it. There are some studies missing from the review, as identified below, so the worry is that the search was not comprehensive.
	The search was a wide one. The search terms will be included in the final version of the reviews which will be published with the guidance.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	1.3

Selection of studies
	4 & 5
	We have some concerns about the process of the rapid review. It does not seem to be systematic (as scientifically defined), and therefore may be of limited value. In particular: 

1. There is no mention of independent reviewing by more than one researcher.

2. The Drummond (1997) checklist for evaluating the quality of economic studies was disregarded, and articles were included “provided they contained, as a minimum, some potentially relevant cost or resource use data”. This may account for why most papers in the review were not evaluations of interventions. More information should be provided about the quality aspects of included studies.

3. The excluded papers are not listed, with reasons.

4. There is no data synthesis stage: findings of included studies are reported without critical assessment. For example, where several studies report a particular outcome, their findings should be overtly compared.
	The emphasis was on finding any studies that were there, and strict adherence to the Drummond checklist would have depleted the number of studies even further, and possibly to zero.

The review was pragmatic and exclusion criteria would include articles that got through solely on the basis that they had ’socioeconomic‘. for example, in the keywords. In the clinical guideline experience of the author of the report, systematic reviewing for economic literature is of somewhat limited value. It rarely answers the question and the health economist ends up doing de novo models. The WHO report on NICE guidelines also questioned the use of systematic reviewing for health economics. The main point is to pick up data that perhaps could be used in a model rather than ensuring that the economic evaluation correctly stated the perspective of the study.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	2.2 Breastfeeding
	7
	The authors of the review should state which 2 papers were not captured by the search.
	Agreed. This is now noted in the text.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	General
	
	Throughout there is a lack of detail about what is meant by ‘breastfeeding’ i.e. there is often no distinction between ever breastfed and exclusive breastfeeding, or no mention of duration of breastfeeding. This means any conclusions drawn are not specific.
	Again, it is more a matter of working with what is there than having a wishlist about matters on which there is no literature. It would seem that the comment could form the basis of a research recommendation.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	General
	
	NICE bases its conclusions on 5 studies (2 US, 2 UK, 1 Australia) which report estimates of the costs of not breastfeeding (i.e. the possible savings from increasing breastfeeding) in terms of reduced childhood illnesses (especially gastro intestinal, lower respiratory tract and ear infections) and less purchase of formula. There are several problems with the review of these studies:

1. Variability in the quality of the studies is not identified so there is no way of knowing which are the best methodologically, hence which findings are most reliable.

2. Evidence is not synthesised across the studies making interpretation difficult: 

a. money costs for different years in home currency are presented; b. different illnesses are included in different studies (e.g. some include IDDM, NEC); 

c. some studies include a societal perspective (parent time off work) while others do not.

It would be helpful if the results of the five studies could be compared across common domains, e.g. do they all come to similar conclusions about the cost of gastro infections?

Percentage differences in costs of illness between breast and formula feeding might help overcome problems of currency conversions and adjustment for inflation since health care purchasing power parities and price indices are not readily available.  It would also help to put the large cost totals into perspective by comparing them with the costs of other diseases.

3. Four of the 5 studies are ‘top down’ epidemiological studies. Considerable uncertainties surround the calculations involved in this approach. The costs of not breastfeeding depend inter alia on assumptions made about: 

a. the prevalence of breastfeeding, due to problems of definition, 

b. the protective effect of breastfeeding for the illnesses under consideration, due to conflicting evidence,

c. the costs of treating illnesses, due to variability within and between countries and depending on what costs are included. 

These assumptions are gleaned from available sources, including results from other studies (which may themselves be flawed) and applied at the population level. 

The estimates of the cost of not breastfeeding are therefore only as good as the epidemiological data they are based on, and there is potential for significant error. The better studies include a reasoned sensitivity analysis.

4.  The ‘what – if’ approach used by NICE only looks at the potential cost savings from increasing breastfeeding. It does not consider extra costs that could arise, for example societal costs of delayed return to the workforce. Also it takes no account of the costs that would have to be incurred to persuade more women to opt for breast rather than bottle. This rapid review suggests there is virtually no cost – effectiveness evidence available on this. Given that breastfeeding is already routinely promoted by healthcare professionals, the costs of interventions aimed at converting further women could be large and with uncertain yield. Evidence exists to show that breastfeeding is perceived by some women as time-consuming, uncomfortable and restricting, and that they value highly their right and ability to choose to feed formula to their infant.   Their decision to bottle feed, despite the money cost and the increased health risks to themselves and their baby, reflects the value they place on the lifestyle benefits it offers them.   

For example work by E Murphy:

Sociology of Health and Illness, 1999; 21(2): 187- 208, and Journal of Contemporary Ethnography 2000; 29 (3): 291-325
	The conclusions are limited in the extreme and couched with caveats. Also, the main focus of this work was public health interventions – implicit in this is a view that breastfeeding is beneficial. 
1 There is clearly a problem with the quality of the studies, which largely reflects the pragmatic decisions about inclusion of studies, and which the review makes clear by what it says about each one, rather than by reference to a checklist. A checklist is probably not very helpful in the circumstances.

2 The studies are heterogeneous in terms of time, place and approach, and synthesis would give spurious authenticity to the results. The suggestions would be sensible if there were greater homogeneity between studies.

3 We agree that there is considerable uncertainty with respect to the estimated cost-effectiveness of the studies. Provided that there is genuine uncertainty and not bias, however, the decision-theoretic approach would still treat the mean incremental cost-effectiveness ratio as the most appropriate measure of cost effectiveness.

4 This comment appears to relate to the modelling rather than the economic review of existing studies. NICE will contact the authors to make sure that the perspective of the modelling is clearly stated. NICE disagrees that the ’costs that would have to be incurred to persuade more women to opt for breast rather than bottle‘ have not been accounted for. This is exactly the cost that the modelling is taking into account. 

Thank you for these references.



	Infant and Dietetic Foods Association
	
	Economic Review - Children
	2.2 Breastfeeding
	
	Although the title of the rapid review states it is about interventions to improve nutrition, only one of the 5 studies in the breastfeeding section is an evaluation of an intervention.
	This illustrates the paucity of data and the relaxation of customary inclusion rules that were required to include as many studies as 9 in the review.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	
	8
	Battersby (2004). This is the only one of the 5 studies that approaches a cost-effectiveness analysis, although, as the authors themselves acknowledge, it is a methodologically weak study. The calculations are ‘back-of-envelope’, and based on a 1995 DH analysis. It is not clear if the costs have been adjusted for inflation. The costs of the intervention appear to have been underestimated in that the time of the coordinating midwives and the volunteer staff appear not to have been included. There is no sensitivity analysis. The NICE review should give more detail and a more critical appraisal, especially as this paper is the basis for one of the main conclusions. 

NICE May 2005 Effectiveness of public health interventions to promote duration of breastfeeding - Systematic review. 

This contains reports of many interventions, some with a costing element that have not been picked up by the current rapid review e.g. Porteous: J Hum Lactation 2000; Pugh: Applied Nursing Research 1998; Steel OConnor Can J Pub Health 2003
	It is agreed that this is a weak study methodologically, but it is the best that there is. The decision-theoretic approach treats the mean incremental cost effectiveness ratio as the most appropriate measure of cost effectiveness, and is concerned with uncertainty only to the extent that it affects the value of information. While there is no sensitivity analysis by that name, the threshold analysis undertaken performs the same function.

Thank you for these references, we will send them to the authors of the report.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	
	10 
	DH (1995). The data in this paper are now over 10 years old. The paper is not available on the DH website or from the DH publications department (telephone enquiry). If the evidence is important, it should be in the public domain and easily obtainable.
	Agreed. This should be taken up by the Infant and Dietetic Foods Association with the Department of Health.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	
	10
	Weimer (2001). The details on this study are parsimonious and so key points are not identified and the summary table is missing. For example 3.1 of the total 3.6 billion dollar cost is for premature mortality due to NEC, rather than direct health care costs and this distinction should be made. 

This paper contains a comprehensive review of the literature which mentions potentially relevant papers that might have been included by the NICE review in their own right. In particular, Montgomery and Splett (1977), even though it appears not to evaluate an intervention, is reported to calculate the cost of not breastfeeding by means of a cohort study taking a ‘bottom up’ approach.

Economic benefits of breastfeeding infants enrolled in the WIC. Journal of American Dietetic Association 1997; 97:379-385
	The text has been amended in the light of this comment.
The search strategy was limited to papers published between 1990–present.



	Infant and Dietetic Foods Association
	
	Economic Review - Children
	Conclusions

(ii) Breastfeeding
	13
	For reasons mentioned above, the findings of Battersby (2004) are not robust.  Insufficient detail is given for a firm conclusion to be drawn that peer support is ‘approximately cost neutral’. This study should be subjected to the Drummond (1997) checklist for a quality assessment.
	Battersby’s work is really about cost effectiveness. There is no argument about the health benefits of breastfeeding to both baby and mother, only on whether paying money to increase breastfeeding rates is a good use of NHS resources. This has to be judged on the basis of an economic model, which utilises Battersby’s results. To that end, the magnitude of the mean incremental cost-effectiveness ratio is what is important.

	Infant and Dietetic Foods Association
	
	Economic Review - Children
	General
	
	1. The best studies in the breastfeeding section (Weimer, Smith, Riorden) are not UK based. They are epidemiological studies that estimate the cost savings from increased breastfeeding. There is considerable uncertainty around this approach, as explained above. Also, they largely take a health service perspective that assumes that a switch from formula to breast would be costless for the mothers /partners involved. 

2. The only evidence on the cost-effectiveness of an intervention to increase breastfeeding comes from a methodologically weak study (Battersby). 

3. Two studies in the review of interventions for women reported that postnatal support did not significantly increase breastfeeding children (Page 18, Morrell and Wiggins). This was a major conclusion in the women review and it is surprising they are not included in this review of 

4. No studies consider the preferences of the mother / partner, the importance of choice or the impact of method of feeding on quality of life.

More research is urgently needed to 

1. Validate the ‘what if’ epidemiological approach through a bottom- up cohort study powered to follow bottle and breast fed babies for several years and collecting information on all illnesses, treatments and costs (health service, societal and private). This could include an investigation of quality of life aspects and the value mothers / partners place on formula feeding,

2.  High quality studies to assess the costs and effectiveness of different interventions in different socio economic groups using a range of outcomes (QoL, health, costs).

Or existing cohort studies (e.g. ALSPAC, Millennium) should have an economics dimension included (if they do not already)
	1 Agreed. This is why the subsequent model uses Battersby’s findings. 

2 See answer to the previous section. 

3 Part of the rationale was to avoid duplication. The distinction is perhaps artificial but in the maternal review the Wiggins and Morrell are included under the heading of nutrition counselling and support. Breastfeeding is a heading in the children’s review. Breastfeeding was not a primary outcome of interest in the Wiggins and Morrell studies.
4 This appears to be the case. NICE cannot make recommendations reflecting the preferences of mother and partner when there is no evidence to support them, one way or another. 

On research, many thanks for the suggestions. The recommendations will be passed to the PDG for consideration.

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	Title
	
	Three groups of women are mentioned (pre- conceptual, pregnant and post-partum) and the interventions could be different for each. The review does not seem to cater separately for each group.
	The limited number of studies included as part of the economic review and data therein, did not facilitate such a breakdown. 

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	Introduction to health economics
	3
	This section states that NICE prefers to use QALYs to value benefits, but there is no mention of QALY in the nutrition counselling and support section. If this is a deficiency of the research in this area, it should be highlighted.
	NICE prefers health benefits in QALYs, although where there are cost savings, and overall health benefits, QALYs are not required. There were cost savings in at least 10 of the 15 reported studies. Nevertheless, the point will be flagged for a possible research recommendation.

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	1.1 Literature search
	7
	The search terms are not shown so it is not possible to know whether the lack of evidence is because there really is no evidence or because the searches haven’t captured it. 
	The search was a wide one. The search terms will be included in the final version of the report.

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	1.3

Selection of studies
	7 & 8
	We have some concerns about the process of the rapid review. It does not seem to be systematic (as scientifically defined), and therefore may be of limited value. In particular: 

1. There is no mention of independent reviewing by more than one researcher.

2. The Drummond (1997) checklist for evaluating the quality of economic studies was disregarded, and articles were included “provided they contained, as a minimum, some potentially relevant cost or resource use data”.  More information should be provided about the quality aspects of included studies.

3. The excluded papers are not listed, with reasons.

4. There is no data synthesis stage: findings of included studies are reported without critical assessment. For example, where several studies report a particular outcome, their findings should be overtly compared.
	Please see our previous response to the same comment on the children’s review.

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	2.2 Nutrition counselling and support
	16
	The comment about McKeever (2002) suggests this paper contains potentially useful findings but the details of outcomes and costs are not reported. The paper is not formally included in the review, and there is no explanation for why it has been excluded. 
	The McKeever (2002) paper was not an economic paper. The Stevens (2006) paper, on which McKeever was also a co-author, was essentially a costing study which compared two methods of breastfeeding support as part of an RCT. They noted that the clinical outcomes of this RCT were reported in the McKeever (2002) but this data was not used by Stevens explicitly as part of a cost-effectiveness analysis.

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	
	17 
	Evidence is taken from several papers that are reviewed in Major (2002), but there is no independent critical assessment of this evidence. For example, the studies by Ball (1995) and Geisel (1994) appear to contain relevant information and might therefore have been considered by NICE in their own right.
	The author doesn’t accept the statement ’evidence is taken’ to be meaningful unless that evidence has been directly used in support of a recommendation, which wouldn’t otherwise have been made.

The author believes that a summary of a review paper – Major (2004) in this case – is justifiable within the pragmatic approach taken to this review given the paucity of good quality economic evaluations. 

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	
	24
	US evidence of company cost savings from antenatal and lactation programmes are not directly applicable to UK tax funded system of health care. US employers provide health benefits for employees. Moreover, maternity leave arrangements differ. Similarly the evidence from WIC is not directly transferable to the UK. 
	Noted.
On p23 it is stated that A second limitation with many of the studies is that they relate to a non-UK context and therefore the findings may not be generalisable to a different setting. Not only will the costs of the intervention differ but the efficacy of the programme itself may be highly contingent on the setting and context in which it is implemented.’

	Infant and Dietetic Foods Association
	
	Economic Review - Women
	Conclusions
	23
	NICE identifies several problems and the lack of high quality evidence, especially for the UK. Before any firm conclusions can be drawn there is a need for rigorous research on the cost-effectiveness of interventions to improve nutrition of women in each of the three categories that the review is supposed to be addressing.
	Noted. Any firm conclusions would be based on expert opinion – not the evidence presented in this review.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	Background
	1
	The summary has only partially quoted the DH guidance; the full statement acknowledges that mothers who are unable to or choose not to breastfeed exclusively for 6 months need support from health professionals to optimise their infant’s nutrition status.  In reviewing the science behind infant feeding it is important to include all methods of feeding.

Quote from Department of Health:

The Government is fully committed to the promotion of breastfeeding, which is accepted as the best form of nutrition for infants to ensure a good start in life. Breastmilk provides all the nutrients a baby needs. Exclusive breastfeeding is recommended for the first six months of an infant's life. Six months is the recommended age for the introduction of solid foods for infants. Breastfeeding (and/or breastmilk substitutes, if used) should continue beyond the first six months along with appropriate types and amounts of solid foods. Mothers who are unable to, or choose not to, follow these recommendations should be supported to optimise their infants' nutrition.
The World Health Organisation in its Systematic review of the duration of exclusive breastfeeding state that ‘infants should still be managed individually so that insufficient growth or other adverse outcomes are not ignored and appropriate interventions are provided’

WHO ‘The Optimal Duration of Exclusive Breastfeeding: a systematic review’2001 WHO, Geneva

See full review:

http://www.who.int/nutrition/publications/optimal_duration_of_exc_bfeeding_review_eng.pdf 
	Thank you for these comments. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	
	1
	Infant Formula is the only legitimate alternative to breastmilk, where mothers are unable to, or choose not to breastfeed.

One of the major food sources consumed by infants in the first 12 months in the UK and other western countries is infant formula, regardless of whether the infant initially breast feeds. It would be an omission to exclude proper scientific discussion of the subject.

The majority of mothers will bottlefeed. 75% of babies are given both breastmilk and formula by ten weeks of age (Infant Feeding Survey 2000

WHO (1981) International Code of Marketing of Breastmilk Substitutes.  Geneva. World Health Organisation
	Thank you for rasing this issue.  The guidance will refer to the most recent infant feeding survey, published in 2007.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	General
	 
	We ask NICE to include information to support the health of the bottlefed child.  In the infant feeding survey (2000) bottle feeding is more prevalent in lower socio economic groups.

Hamlyn B, Brooker S Oleinikovak et al ‘Infant Feeding 2000’ London: HMSO 2002

Research has shown that in the current environment in the UK a significant number of cases mothers feel a sense of guilt and failure at not breastfeeding. 

Lee, E. 'Health, morality, and infant feeding: British mother's 

experiences of formula milk use in the early weeks'. Sociology of Health and Illness. 

In press

We suggest that healthcare professionals need access to scientifically based information to assist mothers who choose not to breast feed.
	Thank you for your comment.  The guidance will refer to the most recent infant feeding survey, published in 2007.

Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	General
	
	We note the advice on infant feeding in the NICE Guideline on Postnatal Care (2006) includes the following points

All women and their carers who are giving their babies formula feed should be offered appropriate and tailored advice to ensure that this is undertaken as safely as possible, and optimises infant health, development and nutritional needs.

A woman who wishes to feed her baby infant formula should be taught how to make feeds using correct, measured quantities of formula, as based on the manufacturers instructions and how to clean/sterilise feeding bottles and teats and store formula milk.

NICE Guideline on Postnatal Care 2006

We support these objectives to ensure that where a mother uses formula she receives appropriate information and advice.  We assume the advice in this NICE Consultation will mirror this guidance.
	Thank you. This guidance will be consistent with all other NICE guidance. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	Objectives
	1
	We suggest that the third bullet point in the second objective be clarified.  We assume the issue is the inaccurate reconstitution of formula.
	This bullet pont will be amended accordingly. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	
	5
	The DH has published some data assessing the incidence of breastfeeding amongst Asian families.  Although many more initiate breastfeeding the cessation rates are higher in Pakistani and Bangladeshi families.

The emphasis of the guidance is to target lower socio economic groups, which include many families of Asian origin. Whilst the DH research is useful with respect to Asian families, there is a need for more up to date research reflecting the current ethnic make up of the UK population, which has changed in recent years.  This needs to be addressed by NICE in this consultation also.

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsStatistics/DH_4007820
	Noted, thank you. 

Agreed. The evidence reviews will be updated in order to ensure that the most up to date evidence and survey reports will be used to inform this guidance.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	
	5 onwards
	The evidence indicates that the more personal and individual support a mother receives to breastfeed the more likely she is to initiate breastfeeding & continue.

IDFA supports any activity to encourage mothers to breastfeed.
	Noted, thank you. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	Conclusion
	22
	IDFA support any research to help identify ways to minimise risk of inappropriate preparation and storage of Infant Formula and potential contamination in the home. 

Recent FSA research shows that parents and healthcare professionals both agreed that advice and information given to parents about bottle feeding is limited, even when parents state a preference for this method of feeding. Parents reported gaining advice and information through a variety of different means, such as seeking advice from family and friends and from on-pack information; which was used by all when starting to formula feed.

See FSA research 2007

http://www.food.gov.uk/science/surveys/infantformula
	Thank you for your comments. The FSA and DH have issued guidance on the preparation of powdered infant formula to reduce the risks of the possible presence of bacteria in powdered infant formula. We note your concerns about communicating the risks and providing advice to parents.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	Conclusion
	22 para 1
	CPHVA omnibus findings (Q 6) show that 58% of health visitors surveyed think that parents do not receive sufficient information on infant feeding, both by breast and bottle in the UK, to allow them to make an informed choice.

MORI ‘Attitudes of women towards breast and bottle feeding.’ Research conducted for INFORM Dec 1996

Also most pregnant women would welcome more information on making up a bottle feed.

See FSA research 2007

http://www.food.gov.uk/science/surveys/infantformula
	Thank you for these references and for your comments. Please see our previous response. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	Interventions to reduce risks of contamination of equipment used in bottlefeeding.
	19
	Recent FSA research has led to the development of clear and practical information to parents on cleaning and sterilizing of feeding equipment.

http://www.food.gov.uk/science/surveys/infantformula
	Noted, thank you. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 0 to 6 months
	General
	
	Allergy prevention is not mentioned in this section.  We consider that allergy best handled as a separate and detailed section where the management of reduction of risk of allergy from birth is reviewed.
	Thank you for your comments, however, this issue will not be addressed separately in this guidance. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	General
	
	There is a need to define optimal nutrition for this age group upfront, and to acknowledge that toddlers’ requirements are different from adults.
	The background section of the full review will address this issue.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	General
	
	We note that the age banding from DH Report on Dietary Reference Values differs from the age banding proposed in the NICE consultation.  (1-3 yrs, 4-6yrs (DH) vs 6 mths – 2yrs, 2-5 yrs NICE).  Additionally, the age banding used in the final documentation differs from that in the initial scope.

We would suggest that a more practical way of dividing the age groups would be to consider developmental stages in relation to feeding, e.g. milk feeding, complementary feeding, family feeding.


	The age bands that we have adopted differ from the DRV’s report as we adopted a practical approach based on infants being milk-fed (0–6 months), weaning and moving towards family foods (6–24 months) and feeding the family (2–5 years).

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	General
	
	We are concerned that the review has not systematically identified the key nutritional issues in this group and researched effective strategies to address the issues.  

We note that the introduction includes mention of low intakes of iron rich foods (Gregory et al 1995) but the document does not include a review of the scientific evidence to address this important issue 
	The supplementary review of children aged 6 months to 5 years includes evidence on iron.  

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	General
	
	A review of the role of Health Visitors has been undertaken recently and due for publication imminently.  (DH, Chaired by Ros Lowe, Queen’s Nursing Institute)  The review should give clear results showing the elements of their role that are effective.  NICE may want to review these results when they are published.
	Noted, thank you for this information.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	Interventions with parents or carers
	4
	We ask NICE to consider the need for a definition of healthy eating for this age group so healthcare professionals have clear goals, It would be beneficial if this could include the development of a Balance of Good Health for under fives and guidance on portion sizes.  There is currently work on-going by the 5 a day initiative to define portion sizes for fruit and vegetables for children.

See US Food Pyramid example

http://www.mypyramid.gov/kids/index.html
	Thank you for your comments, but this is beyond the remit for this guidance.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	
	4, para 1
	We request clarification on the age banding taken from some of the research papers.  There is little clarity on extraction of data relevant to this age group in studies where the sample includes a large age range.
	Where possible we have given age ranges in the evidence tables, but some of the orginal research papers do not give full details and list children as being ‘of nursery age’ or ‘pre-schoolers‘, for example. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	
	4, 5 & 6
	The research quoted has shown that face-to-face and hands on interactions work best.  Leaflets are shown not to be so effective on their own.  

We support initiatives to increase effectiveness of education of mothers.
	Noted, thank you.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	
	6
	Research has shown that positive messages work best.  

We request that this is considered when developing advice as often messages are associated with cutting down or avoiding certain foods or nutrients, rather than the positive message of eating more of other foods.
	Noted.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	
	4 - 8
	Much of the research quoted shows benefits during the time of the intervention, but importantly does not show long term sustainability of the interventions.

We would like clarification on how these studies are being used in development of the guidance.  Additionally we would stress the need for further research to identify long term strategies that will benefit the nutritional status of infants and young children.
	Our recommendations will be based on the best available evidence from the literature and on knowledge and experience from practice drawn from the PDG, and from field-testing the recommendations with practitioners. We will also make recommendations for future research.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	
	8
	We ask for clarity of the outcome of the research from Peat (2004).  The results appear to differ from the summary in the evidence statement ( asthma, eczema, cough in non atopic children vs asthma, eczema, non atopic cough)
	Thank you, this will be clarified in the updated review. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	Dietary strategies to reduce the risk of food allergies and intolerance - Evidence Statement 9
	8
	We consider that allergy best handled as a separate and detailed section where the management of reduction of risk of allergy from birth is reviewed in detail.

See comments at end of document .
	Thank you for your comments. Detailed and separate consideration of allergy prevention is beyond the scope of this guidance.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 2 to 5 years
	Dental caries
	8 & 9
	The evidence reviews is rather limited.   We consider that a detailed review of the issue of dental health in children in this age group be undertaken separately,

See comments at end of document
	Thank you for your comments. However, both NICE and the PDG feel that commissionioing a separate review on diet and dental caries is beyond the remit of this guidance. We welcome suggestions for new guidance topics. Suggestions can be made via the NICE website at: www.nice.org.uk/page.aspx?o=440070
 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	General
	
	We ask for clarification on the role of the supplementary evidence document.  

We feel that the data should be incorporated into the main documents, where relevant, so the full picture of issues and strategies to improve the nutrition of infants are addressed methodically.
	Thank you for your comment. However, this review was undertaken by a different academic centre. To maintain intellectual property rights it cannot be merged into one document. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	General
	
	We request clarification on the fact that the data contained in this section does not directly relate to the questions posed and that additional factors have been included.

We consider that much of the research available is weighted towards 4 and 5 year olds.  which does not accurately reflect the make up of the group in question.  
	Thank you for this comment. This supplementary review was commissioned to support the reviews undertaken on 6 months to 2 years and 2 to 5 years. The search strategy for this review was intended to be broad in order to ensure that a wide range of evidence had been considered in the development of the draft guidance. As with other reviews, the focus of the key questions (which highlight the main issues to be addressed) does not preclude discussion on associated issues for which there is available data.  
The review reflects the evidence available on children aged 6 months to 5 years of age. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	General
	
	The ethnic mix of the UK population has changed dramatically over recent years, and this particularly impacts the lower socioeconomic groups.  

We are conscious that the evidence available is potentially old and request that NICE consider that there is an urgent need to commission new research.  
	Thank you for your comment. Research recommendations will be made in the final guidance and we are grateful for this suggestion. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Interventions on nutrient supplementation  - Iron
	3 & 4
	There are additional studies assessing the role of iron fortification in follow on milks.

References

Moffat et al ‘ Prevention of iron deficiency and psychomotor decline in high-risk infants through use of iron fortified infant formula: a randomised clinical trial’ J Paediatrics 1994 125: 5277- 5284

Gill et al  ‘ Follow on formula in the prevention of iron deficiency: a multi centre study.  Acta Paediatrica 1997 86: 683 – 689.

Morley  ‘Iron fortified follow on formula from 9-18months improves iron status but not development or growth: a randomised trial’ Arch Dis Child 1999 81: 247 - 252

Williams et al reviewed the role of iron supplemented formula and its role in reducing the psychomotor decline in infants from inner city areas.  They concluded that replacing unmodified cows milk iron supplemented formula up to 18 months of age in infants from an inner city area prevents iron deficiency and reduces the decline in psychomotor development.

Williams et al ’Iron Supplemented formula milk related to reduction in psychomotor decline in infants from inner city areas : randomised study.’ BMJ 1999 ; 518: 695-8

Gibson (1999) assessed iron status in relation to breakfast cereal, vit C and meat.  Concluded that strategies to optimise iron status should emphasise not only iron rich sources of food such as meat and iron fortified breakfast cereals but also factors that may enhance or inhibit absorption.

Gibson S ‘Iron intake and iron status of preschool children: associations with breakfast cereals, vitamin C and iron.’ Public Health Nutrition 1999:2 (4), 521 - 528

Engelmann assessed meat intake and iron status as an intervention trial and concluded that an increase in meat intake can prevent a decrease in haemoglobin in late infancy, probably by enhancing iron absorption.

Engelmann MDM et al ‘Meat Intake and Iron Status in Late Infancy: An intervention study’ J Paed Gastro & Nutr 1997; 26: 26-33.

Idrajdinata assessed the role of iron supplementation in iron replete subjects, showing that this may retard their growth.  Clearly, identifying those most at risk of iron deficiency is the most effective method of managing this problem.

An additional recent review paper has discussed the association of iron with  cognitive benefits 

Idjradinata P, Watkins WE, Pollitt E ‘Adverse effect of iron supplementation on weight gain of iron replete young children’ Lancet 1993; 343: 1252-5

Moy RJD  ‘Prevalence, consequences and prevention of childhood nutritional iron deficiency: a child public health perspective’ Clin Lab Haem 2006, 28:291-298
	Thank you for these references. 

This paper was considered for the review. But the PDG noted that the infant formula used in this study is very different to that used in the UK. There was also a concern about the lack of a power calculation and it was unclear if drop out rates were similar in the control and study populations. The study was considered to be of 1- quality. It is included in the full narrative review but has not been used to develop an evidence statement (and was therefore not included in the synopsis).    

This paper was considered for the review but was classified as being of 1- quality. It is included in the full narrative review but has not been used to develop an evidence statement (and was therefore not included in the synopsis).    

This paper was considered for the review but was classified as being of 1- quality. It was noted that the iron content published appears to be out of step with current guidance. Also the analsyis appeared to be from a sub-group and not the whole population. It is included in the full narrative review but has not been used to develop an evidence statement (and was therefore not included in the synopsis).    

This paper is already included. 

This paper is outside the remit of the review as it is a non-interventional cross-sectional analysis. 

Not relevant for this section which focuses on iron supplements and iron fortified milk formula. Considers iron content of meat per se (intervention compares low and high meat intakes).

Original inclusion criteria stated that studies on the uptake of supplements would be included but that studies that focused on the effectiveness or change of nutrients or fortication would not be included. 
This study is based in a developing country (Indonesia). It is outside the remit of this review. 

This is a non-systematic review and does not meet the inclusion criteria.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	
	3 & 4
	The early introduction of cows’ milk is associated with increased risk of iron deficiency.

Asian babies are more likely to be given cow’s milk before 15 months.  Milk intakes of Asian children are also higher than those of white children.

Reference: Dept of Health ‘Scientific Review of the Welfare Food Scheme’ 2002, pg 53
	Thank you for your comment. Information on the association between early introduction of cows milk and iron deficiency has been added to the background section of the updated review.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Zinc
	4
	Walravens 1983 also assessed zinc supplementation

Walravens PA et al ‘Linear Growth of low income preschool  children receiving a zinc supplement’  Am J Clin Nutr 1983; 38: 195-9


	Thank you for your comment. The original protocol for this review search for papers published1990 onwards followed by snowball search to address unanswered questions. A more recent paper by Walravens et al. (1992) was considered for this review (zinc supp vs placebo, French based RCT among infants aged 4 to 9 months).

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	 
	
	We would like to raise a question about the effect of phytates on the absorption of certain minerals particularly iron and zinc?  

There is little data available on the role of phytates as they impact iron status in toddlers.  We would like to request that NICE consider this as an important area in relation to iron status, and consider commissioning appropriate research.
	Thank you, however this topic is outside the remit of this guidance. 

Please note that while NICE is able to make research recommendations, it does not commission research studies. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Carers beliefs and attitudes on early weaning
	4
	Data presented from Condon 2003, as a focus group study criticises the age of weaning and choice of foods.  This study was undertaken before the guidance for 6mths weaning, so it is inappropriate to criticise the age of weaning at that time.  

We are concerned that the summary of this research criticises canned weaning foods.  Research by Stordy et al has shown that for some groups commercially prepared weaning foods offer a better nutrient profile than home prepared foods.

It is possible that the limited availability of halaal weaning foods prompts use of other types of foods by these ethnic groups.    A lack of commercially available halaal weaning foods may also constrain meat intake.
	Thank you for this comment. The wording has been amended to reflect your comments. 

Noted, thank you.

Thank you for this comment.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review 
	Issues relating to food intake


	5
	This section begins to address matters relating to dieting and young girls’ concepts and beliefs relating to dieting.

The STRIP study from Finland is a major intervention on obesity in children aged 7 months up with a ten-year follow up. 

The main aim was in coronary risk factor intervention for children.  Nutrition counselling gave positive outcome for reducing risks

Reference

Hakanen M et al ‘Development of overweight in an atherosclerosis prevention trial starting in early childhood. The STRIP study’ Int J Obesity 2006 30: 618 – 626.
	Thank you for this comment. The STRIP study was appraised but was excluded. The PDG felt that this study was inappropriate in this instance partly because the guidance is not aimed at the prevention of atherosclerosis and because it advised a much lower fat intake than is currently recommended to children under 5 years of age in the UK.



	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Weaning support and dietary education for minority groups
	6 & 7
	We believe there is a need to consider long term interventions.  The study quoted was not thorough, and without a control.  Question whether actually achieved any beneficial change to diet?

 
	Thank you for your comment. The need for long-term interventions is recognised and will be given due consideration when developing research recommendations. The uncontrolled before and after study by Illett et al. (2004) was considered 2+ quality. It is acknowledged that short-term changes in diet were only assessed by 24 hour recall. The wording of the evidence statement has been amended.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Oral health – bottle to cup
	7
	We consider that a detailed review of the issue of dental health in children in this age group be undertaken separately,

See comments at end of document
	Thank you for your comment. You can suggest topics for future NICE guidance at: www.nice.org.uk/page.aspx?o=440070

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Interventions relating to nutrition education aimed at toddlers (NEAT) - Evidence 12 and 13  
	
	Improving knowledge and understanding don’t necessarily impact health.  

We believe that long term outcomes of interventions are the important considerations when assessing appropriate actions to improve nutritional status of children


	Thank you for your comment. The need for long-term interventions is recognised and will be given due consideration when the PDG is developing research recommendations. 


	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Interventions relating to Sure Start scheme
	
	We note that the Sure start study was well received and appreciated, but evidence of actual improvement in health outcomes is not available.

We are concerned about the lack of research assessing the effectiveness of programmes such as Sure Start.  We feel it is important that similar programmed developed in future include detailed reviews to ensure any interventions are effective.
	Thank you for your comment.

Your suggestion will be taken into account by the PDG when it develops research recommendations. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Interventions to improve nutritional adequacy in day-care centres
	9
	Concerned that the beneficial outcome is noted as a reduced fat intake, whilst total energy intake not affected.  The intake of some other nutrients must have increased to offset the energy deficit from reducing fat levels, need to consider the full implications of this study. Equally, reducing fat intakes is not a dietary target in this age group.
	Thank you for your comment.  This study was undertaken in the US and is consistent with dietary guidelines in the US. The American Academy of Pediatrics recommendations for children aged 2 years and over is for <30% total fat and <10% saturated fat. Data presented in the paper shows that among the intervention group, there were small, non significant increases in protein intake (g) and content (g) of pre-school menus from baseline to follow up at the end of years 1 and 2. Data is not presented on carbohydrate.  However, for the intervention group, there was a small, non-significant increase in fibre intake between baseline and follow up at years 1 and 2. There was a small, non-significant fall in fibre content of pre-school menus between baseline and follow up at years 1 and 2. This information has been added to the evidence tables.  



	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Advertising and promotion of foods
	9
	Legislation has changed recently.

From 1 April 2007, HFSS advertisements will not be permitted in or around programmes made for children (including pre-school children), or in or around programmes that are likely to be of particular appeal to children aged 4-9; and

From 1 January 2008, HFSS advertisements will not be permitted in or around programmes made for children (including pre-school children), or in or around programmes that are likely to be of particular appeal to children aged 4-15
We would like to point out that TV regulators are confused about the regulations for advertising of other products e.g. baby foods / follow on milks, as they are regulated specifically (PARNUTS).
	Thank you for providing this information. Details of this legislation will be added to the background of the updated review. 

Thank you for this comment.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 months to 5 years supplementary review
	Conclusion
	
	We note the conclusion that caution needs to be exercised in interpreting the data. 

Clearly, there is insufficient data available in some areas to draw firm conclusions and develop evidence based practice.  We request that this is reflected in the development of the guidance.
	Thank you for your comments.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	General
	
	A review of the nutrition knowledge of healthcare professionals who deliver nutrition advice is needed.  Understanding their competence in this area is essential in developing nutrition based programmes and interventions for them to deliver.

Research from Hyde L (1994) Knowledge of basic infant nutrition amongst community health professionals.’ Maternal and child health 1994. January; 727 -31
Further research has shown that nine out of ten health professionals interacting with children in a community setting said they needed more information on dietary advice for toddlers age 1-3.  Information on diets for allergies and how to manage faddy eaters were highest on the list of respondents requests

More J.’ Toddler diets: who gives advice and where do they get their information and training?’ ‘J Fam Health Care 2005 Vol 15 No4 p105 – 106 

More J. Advising parents on toddler nutrition’ Comm Practitioner 2006 Vol 79; No 2: 47-48 
	Thank you for these references.  They have ben passed to our Collaborating Centre for screening against our inclusion criteria.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	General
	
	Whilst we appreciate that screening is not within scope we feel that an important consideration is the economic benefit of screening as a way of identifying those most in need of nutrition intervention, advice and support.  

Clearly the basis of the NICE Guidance itself involves some degree of screening to identify those in the lower socio economic groups.
	Noted, as you suggest screening is beyond the scope of this guidance. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	6 months weaning
	1, para 2
	We question the assumption that weaning at six months is scientifically based.   In the same manner that NICE develop all guidance based on scientific evidence, we request that this review includes a full scientific evaluation of weaning age. 

In addition, the document states that this recommendation was adopted by UK health departments.  For clarity, the advice was only adopted by the England and not Wales and Scotland. 

Lanigan JA et al ‘Systematic review concerning the age of introduction of complementary foods to the healthy full term infant.’  EJCN 2001; 55:309-320

Fewtrell M   ‘Optimal duration of exclusive breastfeeding what is the evidence to support current recommendations?’  Am J Clin Nutr 2007;85 (suppl):635s-8s

We believe that the ESPGHAN Committee on Nutrition are currently preparing an opinion document on complementary feeding and any advice in the UK should be in line with views throughout Europe.
	Thank you, but this suggestion is beyond the scope of this guidance.

The re-examination of national population-based dietary recommendations and maternal and child nutrition policies are outside of the remit of this guidance. The purpose of the guidance is to ascertain effective ways of implementing food and nutrition policy in this area, not to review the scientific basis of the policy.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Home made foods
	1,  para 3
	Document states that “the use of home made foods is encouraged”.

The knowledge on the quality of home prepared foods is limited.  Evidence from Stordy et al suggests that homemade foods can be less than ideal for infants and that manufactured baby foods and follow-on formula can make a valid 

Contribution to the diet.

Commercial weaning foods provide useful sources of nutrients, particularly as they are likely to be used by those in lower socioeconomic groups, and are likely to be important sources of nutrients for these groups.  We request that NICE consider the scientific evidence relating to the full range of weaning food.

References

Morgan JB, Stordy J ‘Infant Feeding Practices in the 1990s’ Health Visitor 1995;68,2:56-8

Stordy, Morgan and Redfern  ‘Nutritional Composition (by chemical analysis) of home-prepared weaning foods for infants. Proc Nutr Soc 1993

Morgan JB   ‘Healthy Eating for infants – mothers’ attitudes’  Acta Paediatr  199584; 512-5

Stordy BJ et al ‘Healthy eating for infants – mothers’ actions’ Acta Paediatr 1995 84; 733-41
	Thank you for providing this evidence. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Introduction of foods
	1, para 3
	We are concerned at the lack of mention of fruit, vegetables and cereals as first weaning foods. These are the most common first weaning foods and we request that the list of first weaning foods be expanded to include these foods.

Reference: 66% of mothers give cereal at 4-5 months of age.  Infant Feeding Survey 2000
	Noted. The forthcoming full review gives a more detailed background section than the evidence summary and goes into greater detail on first weaning foods. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Between 6-9 months
	1,  para 4
	A 6-9 months age range is relatively late for introduction of mashed foods.  It could lead to children refusing foods in particular fruit and vegetables and becoming fussy eaters.  

We request that NICE evaluate the scientific evidence relating to the developmental stages during the weaning process.

Reference

Harris G ‘ Introducing the Infants First Solid Food’ British Food Journal Vol 95; No 9:7-10
	Noted. Thank you for this reference.

The detailed evaluation you suggest is beyond the scope of this guidance. The Review Team has searched for evidence that relates to the guidance topic and the research questions.

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Cows milk introduction
	2, para 1
	The document gives the first birthday as the appropriate age for the introduction of cows’ milk as main milk drink. 

The DH suggests that children at risk of nutritional deficiencies could benefit from continuing on infant or follow on formula until at least 18 months of age.  Those at risk of deficiencies are more likely to be those from lower socio economic groups.  

We ask NICE to review the scientific information and evidence relating to milk feeding, particularly for those from lower socio economic groups

We also consider a multi ethnic perspective to be important here. 

DH ‘Weaning and the weaning Diet’ 1994.  London TSO

DH ‘Scientific Review of the Welfare Food Scheme’ 2002 London, TSO
	Noted, thank you. 

This is the subject of the 0–6 months review, where we have tried to include evidence from studies of lower socioeconomic groups and black and minority ethnic groups. However, as in many areas of public health, there is a lack of research among these groups.   

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Interventions effectively promote the timely introduction of appropriately solids/family foods
	4, para 2
	We agree with the evidence and would welcome more healthcare professional intervention to improve nutritional status of children.  This particularly relates to home visits.  

The intervention assumes that an increased meat intake is to be a target, without considering the evidence to support this.

A review by Morgan et al assessing the impact of the age of weaning on growth and health up to 18 months.    The review found little evidence that weaning before or after 12 weeks influences health outcomes up to 18months.

Morgan JB,  Lucas A, Fewtrell M ‘Does weaning influence growth and health up to 18 months’  Arch Dis Child 2004; 89: 728 - 733
	Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance. 



	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Follow on formula
	5,  para 4
	We request that NICE consider the breadth of research that has assessed effective strategies to minimise iron deficiency anaemia.

Iron deficiency is the main nutritional issue in infants and young children, particularly from lower socio economic groups.

Infant formula is fortified with iron. Research has shown that continuing to use formula as the main milk drink in children at risk of iron deficiency (frequently those from lower socio economic groups) can be beneficial.

We ask that a full review of the scientific evidence addressing the problem of iron deficiency anaemia be undertaken.


References

Daly et al (1996) ‘Prevention of anaemia in inner city toddlers by an iron supplemented cow’s milk formula. Arch Dis Child 75: 9-16

Daly et al (1998) ‘Diet and disadvantage: observations on infant feeding from an inner city.’ J Hum Nutr Diet, 11, 381 - 389


	This issue is addressed by the supplementary review of children aged from 6 months to 5 years.
A detailed review as you suggest is beyond the scope of this guidance. You are invited to suggest topics for future NICE guidance at: www.nice.org.uk/page.aspx?o=440070
Thank you for providing these references. 



	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Dental Caries
	9, para 1
	We consider that a detailed review of the issue of dental health in children in this age group be undertaken separately,

See comments at end of document. 
	A detailed review as you suggest is beyond the scope of this guidance. You are invited to suggest topics for future NICE guidance at: www.nice.org.uk/page.aspx?o=440070
. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - 6 to 24 months
	Allergy
	6, para 2
	Allergy prevention not mentioned in this section.  Consider that allergy best handled as a separate and detailed section on management of allergy risk from birth.

See comments at end of document
	It has not been possible to deal with this topic within the scope and remit of this guidance. You are invited to suggest topics for future NICE guidance at: www.nice.org.uk/page.aspx?o=440070
 

	Infant and Dietetic Foods Association
	
	Evidence Summary – 6 to 24 months
	General
	4, para 1
	NICE are undertaking to review the scientific evidence to support interventions to improve the overall nutritional status of infants and young children, particularly from low socioeconomic groups.  

We are concerned that a fundamental review of the key issues and identification of effective strategies to address these issues has not been undertaken.

We consider the following nutritional issues to be of importance, particularly to lower socio economic groups.

Iron

Zinc

Vitamin D

Vitamin A

Fibre

82% of children consume a diet below the recommended intake of iron, with 15% at serious risk of deficiency.  

71% of children consume a diet below the recommended intake for zinc with 14% at serious risk of deficiency.

95% of children consume a diet below the recommended intake for vitamin D, therefore exposure to sunlight is a vital source of vitamin D.

Gregory JR et al ‘National Diet and Nutrition Survey’ 1995 HMSO London.  

Dept of Health ‘Review of Welfare Food Scheme’ 2002. London,TSO. 

Morgan J. J of Fam Health Care 2005 Vol15 No2 p56-59

Morgan J J of Fam Health Care 2005 Vol15 p 85 – 88.
	Thank you for raising this issue. Our evidence reviews contain all published evidence which met our inclusion criteria. The literature was searched as part of our evidence review. Any issues/iareas not addressed are likely to be due to gaps in the evidence base.  

Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - Preconception Review
	Research questions
	3
	All questions relate to folic acid since reviewers state that no good intervention studies exist on other aspects of pre-conception diet.
	Agreed. 

	Infant and Dietetic Foods Association
	
	Evidence Summary - Preconception Review
	Evidence Statement 5
	5
	IDFA believes it is important that health care professionals are knowledgeable in relevant aspects of nutrition in order to help educate women.  This ties in with the CPHVA survey question 6 that 58% of health care professionals think that parents don’t get sufficient info on infant feeding.
	Thank you for your comment.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	General
	
	The scope of the consultation includes the role of maternal nutrition.  We are concerned that a full and detailed review of maternal nutrition seems to be lacking, rather a few elements of dietary intervention that are believed to show benefits have been included.

We request that NICE consider a detailed review of nutrition interventions that promote maternal nutrition.
	Thank you, noted. The reviews of preconceptional, pregnancy and postpartum nutrition will be updated and published in full with the final guidance.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	Omega 3
	4
	The area of omega 3 supplementation of pregnant women is important and we believe that there is further literature available in this important area.


	The benefit of omega 3 was not questioned.The review looked for interventions that attempted to increase intake or knowledge about omega 3 among pregnant women. Only one intervention study was identified. This study was the Odent study about fish.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	Alcohol
	5
	We would like to question the accuracy of self-reported data on alcohol, as in the studies mentioned.
	We agree that this is an important point. It is likely that both the intervention groups and the control groups under report alcohol consumption. In all studies, reported alcohol consumption falls in both the control group and the intervention group as pregnancy advances. This effect appears to be stronger than the impact of any intervention. It seems likely, given the consistency of the findings, that women drink less as pregnancy advances. However, it is also possible that this is a universal under-reporting bias which is present in all studies.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	Food Safety
	5
	IDFA agrees that more research in this important area is required.
	Thank you for your comment.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	Food Support Programmes
	6
	IDFA supports any program or scheme that is effective in improving the nutritional status of women and children.
	Thank you for your comment.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	
	
	UK has the highest teenage pregnancy rate in Europe and this was not considered in the review.
	Noted, thank you. More detail will be provided in the full review which will be published with the final guidance.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Pregnancy Review
	
	
	The scope of the consultation includes the role of maternal nutrition.  We are concerned that a full and detailed review of maternal nutrition seems to be lacking, rather a few elements of dietary intervention that are believed to show benefits have been included.

We request that NICE consider a detailed review of nutrition interventions that promote maternal nutrition.
	The review of evidence focused on interventions that attempt to improve nutrition rather than evaluating current UK recommendations about maternal nutrition. The literature about interventions that improve maternal nutrition was found to be disappointingly thin.

	Infant and Dietetic Foods Association
	
	Evidence Summary - Vitamin D
	General
	
	Early introduction of cows’ milk is a risk factor for development of infant Vitamin D deficiency. 

For completeness we would like to point out that the Infant Formula and Follow on Formula Regulations state that between 1.0-2.5mcg/100kcal of vitamin D should be added to all standard infant formulas.  A 5kg infant ingesting 100 kcal/kg/day will achieve a daily vitamin D intake of at least 5mcg.
	Thank you for your comment. The risk of early introduction of cows’ milk has been added.

This information has been included in the full review which will be published with the guidance in February 2008. 

 

	Infant and Dietetic Foods Association
	
	Evidence Summary - Vitamin D
	General
	
	Current DH advice is for breast fed babies to be given vitamin D from 6 months to 5 years of age. Drops now available on Healthy Start scheme.
	Thank you for your comment. This information has been included in the full review which will be published with the guidance in February 2008. 

	Infant and Dietetic Foods Association
	
	Expert Paper – Growth Monitoring
	General
	
	Expert Paper – Growth Monitoring does not appear to be in the final scope, we seek clarification on the reason for including this expert review and also ask about the status of an expert review in developing evidence based guidance.

The paper presented is largely a discussion on growth measuring, rather than a scientific review of growth monitoring.  The RCPCH and SACN are currently undertaking a consultation on the application of the WHO growth standards in the UK.  We request that NICE consider their response as an important input to the review of growth monitoring.

Reference: www.sacn.gov.uk
	Thank you for raising this. We are aware of the SACN/ RCPCH findings on the suitability and applicability of the WHO Growth Standards in the UK. 

It is probably even more accurate to say that the paper is concerned with weight measuring.  

This paper was commissioned at the request of the PDG which recognised that this was an important gap in the evidence base that needed addressing by expert testimony. Expert testimony is an integral part of the NICE guidance development process, especially where there is little information or evidence in the peer reviewed journals 

	Infant and Dietetic Foods Association
	
	Expert Paper – Growth Monitoring
	General
	
	We are concerned about the level of knowledge of the authors of the paper, as they are identified as breast feeding experts.  

Additional expertise from the area of Expert Paper – Growth Monitoringof babies who are not breastfed needs to be incorporated, to reflect the current situation in the UK.
	Noted, thank you. 

	Infant and Dietetic Foods Association
	
	Expert Paper – Growth Monitoring
	General
	
	As IDFA we acknowledge that we are not experts in actual process of monitoring growth.  We would support initiatives to improve accuracy and quality before any attempt is made to improve growth charts for monitoring growth.
	Thank you. This paper is more concerned with weight monitoring than with growth monitoring.

	Infant and Dietetic Foods Association
	
	Expert Paper – Growth Monitoring
	General
	
	The expert review does consider the situation of breast vs bottle but is limited by the fact that it does not consider mixed feeding 

75% of babies are given both breastmilk and formula by ten weeks of age (Infant Feeding Survey 2000) and that consideration is given to mixed feeding.
	The evidence base for mixed feeding was searched as part of our 0–6 months infant feeding evidence review. However, no papers met our inclusion criteria. 

	Infant and Dietetic Foods Association
	
	Expert Paper – Growth Monitoring
	General
	
	We are disappointed that formula feeding has been presented as ‘risky’.  Clearly breastfeeding confers many benefits on the infant, but it is well accepted that infant formula is the only safe alternative to breastmilk when a mother is unable to, or chooses not to breastfeed.
	Thank you, noted.

	Infant and Dietetic Foods Association
	
	General
	
	
	We would like to express concern that some matters have been accepted without a full evaluation to support evidence based practice, such as the recommended weaning age.

Equally, we are concerned that some reviews do not appear to have been subject to the same scientific evaluation and grading as others, for instance expert paper on growth monitoring.
	The re-examination of national population-based dietary recommendations and maternal and child nutrition policies are outside of the remit of this guidance.
The expert paper is not a review and is not intended to be equivalent to a review. It was commissioned because there is little available evidence from controlled studies on the use of weight and growth monitoring and its impact on infant feeding practice in the UK . 

	Infant and Dietetic Foods Association
	
	General
	
	
	Extensive research is quoted in the research tables but does not seem to have been used in the research summary documents.  We seek clarification on the process that has been used to decide which studies are quoted in the evidence summaries.  

We are concerned that the full range of research available to the reviewers has not been considered in preparing the evidence statements.  
	Thank you for your comment. An extensive search of the literature was conducted to develop evidence statements. However, not all evidence statements are used to formulate recommendations. This decision is made by the PDG and is a standard part of the NICE guidance process. 

	Infant and Dietetic Foods Association
	
	General
	
	
	We request clarity on the overall approach that has been taken.  The synopsis of the evidence does not include a thorough review of the nutritional issues relating to this age group from existing research (e.g. NDNS).  We suggest that this is conducted and followed by the review of effective strategies to address these issues.

The main concerns associated with the nutritional status of infants and young children are deficiencies of iron, zinc, vitamin A and vitamin D.  This is particularly the case in lower socio economic groups.  Strategies to address these nutritional issues in the different age groups should be addressed methodically in this review. 

Gregory JR et al ‘National Diet and Nutrition Survey children aged 1.5 to 4.5 years’ 1995 HMSO London.

Review of Welfare Food Scheme, 

Morgan J. ‘Toddlers nutritional needs: what are they and are they being met?’ J of Fam Health Care 2005 Vol15 No2 p56-59 

Morgan J ‘Nutrition for toddlers: the foundation for good health – current problems and ways to overcome them.’ J of Fam Health Care 2005 Vol15 p 85 – 88  
	Further information on the NICE public health guidance process can be found on our website at: www.nice.org.uk/page.aspx?o=295452
Thank you for raising this issue. Our evidence reviews contain all published evidence which met our inclusion criteria. The nutritional issues outlined were searched as part of our evidence review. Any areas not addressed are due to gaps in the evidence base.  

Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Infant and Dietetic Foods Association
	
	General
	
	
	We are concerned about the detail relating to ethnic minority groups in the UK.  

The ethnic make up of the UK has changed in recent years and particularly impacts the lower socio economic groups.  We ask that NICE consider all evidence relating to these groups and if appropriate, commission a more detailed review of the current situation.
	Thank you for your comment. The evidence reviews sought to examine all evidence in relation to ethnic minority groups in the UK and all the available evidence has been presented. 

	Infant and Dietetic Foods Association
	
	General
	
	
	We ask for clarification on the selection of age bands, as they differ from the scope. 

A more logical approach would be to consider the key developmental stages with respect to feeding, e.g. milk feeding, complementary feeding then toddler feeding.
	The age bands that we have adopted do differ from the scope as we adopted a practical approach based on infants being milk fed (0–6 months), weaning and moving towards family foods (6–24 months) and feeding the family (2–5 years).

	Infant and Dietetic Foods Association
	
	General
	
	
	We would like to express concern that the feeding of low birth weight infants has been omitted from this document. 

Although we appreciate that this was not directly within the scope of the document it is a relevant aspect as the incidence of LBW infants is higher in lower socio economic groups and it is well known that the optimal feeding of such infants is important.
	The nutritional needs of low birthweight babies (defined by the WHO as a birthweight less than 2.5 kg) will not be covered as they require specialist dietary management which is outside the remit of this guidance.

	Infant and Dietetic Foods Association
	
	General
	
	
	We consider that the areas of dental caries and allergy would be better handled as separate issues rather than addressing them in each of the age bands.

Both are important issues and strategies to reduce the risk of both allergy and dental caries are important from birth and through the age band covered by this guidance   

Full and detailed reviews of the evidence in both areas need conducting.  In the synopsis of the evidence a small and select range of papers are quoted, rather than the full review of each area.
	Thank you for your comments, however, both NICE and the PDG feel that separate reviews on dental caries and allergy is not necessary for this guidance.

	Infant and Dietetic Foods Association
	
	General
	
	
	Evidence appears to focus on single outcomes e.g. fat or sugar reduction, without consideration for the effect on the entire diet.  It is well known that reducing energy from fat often leads to an increase in energy from sugars, for instance.  We request that a holistic view of the diet is considered rather than single nutrients in isolation.
	A holistic view of diet was adopted for this guidance. The reporting of single nutrients is a reflection of the data reported in the published literature. 

	Infant and Dietetic Foods Association
	
	General
	
	
	We note that some papers from March 2006 to March 2007 may not have been included. 

We request clarification of why only some papers were selected. We have endeavoured to add in some appropriate papers where relevant to ensure the synopsis of the evidence is accurate.
	As part of the NICE process, all papers from March 2006 to May 2007 have been considered and included or excluded according to our criteria. All new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Infant and Dietetic Foods Association
	
	Reduction of risk of allergies
	
	
	Allergy prevention is not mentioned in this section.  We consider that allergy best handled as a separate and detailed section where the management of reduction of risk of allergy from birth is reviewed.

Paper copies of references provided in support
	Noted, thank you. 

Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Infant and Dietetic Foods Association
	
	Reduction of risk of allergies
	
	
	Exclusive breastfeeding is the best way to help to reduce the risk of allergy in infants

Aziz Sheik (2006) BMJ; 333:485

Arshad SH(2005)Current reviews of allergy and Clin Immunol; 3-14 Muraro et al(2004) Paediatric allergy and immunol;15(4): 291-307
	Thank you for highlighting this issue. See above.

	Infant and Dietetic Foods Association
	
	Reduction of risk of allergies
	
	
	Where mother is unable to, or chooses not to breastfeed, the use of a hydrolysed formula helps to reduce the risk of infant and childhood allergy in children who have a family history of atopy and are themselves at risk of developing allergy.  Allergy prevention strategies need to be in place from birth to be effective.

Aziz Sheik (2006), Arshad SH (2005), Hays T, Wood R (2005) Archives of Paed & Adolescent Medicine; 81:80-84, Osborn DA, Sinn J (2004) Cochrane Review; 1-12., Muraro et al,  Ram F et al (2004), Von Berg A et al (2003), CHAN YH et al (2002) Host A (Joint statement of ESPACI and ESPGHAN (1999), Chandra RK (1997)
	Thank you for highlighting this issue. Please see above response.

	Infant and Toddler Forum
	
	General
	
	
	The Infant and Toddler Forum welcomes the opportunity to contribute to the NICE consultation on Maternal and Child Nutrition.

We would like to recommend NICE considers the following topics that are relevant to the health and growth of infants and toddlers.  Our interest in these topics has arisen from feedback we have received at study days within England and Scotland where the attendees include health visitors, nursery nurses, midwives, GPs, paediatricians and dietitians.  We regard the concern expressed by professionals working at the front line in the care of toddlers and children as a strong indication that these topics deserve review by NICE.  We therefore hope you will include them.
	Thank you for your detailed comments and observations. The draft recommendations will be tested with the professionals and practitioners you mention at various locations around the country. All their comments will be taken into account in the development of the final guidance.

	Infant and Toddler Forum
	
	General
	
	
	Beginning weaning at 6 months

Study day attendees have questioned the evidence base for the recommendation of delaying weaning onto solid foods until 6 months, rather than choosing a time in the 4-6 month period when the mother felt her infant was ready to begin weaning.  This change in public health policy appeared without a trial or pilot study to investigate the health outcomes within the UK population of such a change in policy.  This topic has been raised in question time at all 12 study days we have held.

We would like NICE to re-appraise this policy change by reviewing the scientific evidence base for it. 
	The re-examination of national population-based dietary recommendations and maternal and child nutrition policies are outside the remit of this guidance.

	Infant and Toddler Forum
	
	General
	
	
	Lack of resources and management strategies available to HCPs to support healthy eating patterns in families with young children

Few quality resources exist for educating healthcare professionals on how to help families with toddlers and young children to develop strategies to encourage children to eat the variety of foods required for a healthy balanced diet.  Presentations at our study days on small projects teaching parents menu planning, shopping and cooking skills in order to empower them to offer their toddlers a healthy diet have reported how effective investment in this area can be.  A set of factsheets for HCPs which we have produced have been extremely well received by study day attendees and visitors to our website at www.infantandtoddlerforum.org.

We recommend NICE looks into the effectiveness of such interventions and the availability of high quality training resources.
	Thank you for this helpful observation.

	Infant and Toddler Forum
	
	General
	
	
	Measuring and monitoring growth

The knowledge and expertise of HCPs on the accurate measurement and interpretation of growth and BMI in toddlers and young children is not always adequate.  We recommend NICE look into the availability of training for HCPs in this area and whether better training will ensure more appropriate advice for interventions to prevent and treat potential and real under- and overnutrition.
	Thank you for raising this issue. 



	La Leche League GB
	
	Evidence Summary - 6 to 24 months
	
	
	Consistency of introduced/offered solid foods at around 6 months and self feeding 
I have looked at the 6-24 month review which talks about giving babies 'lumpy mashed food at 9 months', La Leche League have 50 years of experience of introducing solid foods to babies around the middle of their first year, and have found that babies prefer to feed themselves with finger foods, More info on;  http://www.llli.org/FAQ/firstfoods.html  Also LLLGB leaflet 'Starting Solid Food' (references attached as jpegs). (Gill Rapley has recently done some work/possibly research with infants self feeding and reached the same conclusion)

Also Carlos Gonzalez M.D. has an excellent book 'My child won’t eat' ISBN 0-912500-99-9, published by LLLI. -Very relevant to this section.
	Thank you for your comments, references and supporting information. 

	La Leche League GB
	
	Evidence Summary - 6 to 24 months
	
	
	Breastfeeding toddlers get more than just comfort
The paper seems to suggest milk is of token nutritional value/ negligible part of intake post 6 months and certainly by 1 year. In fact many babies continue to receive substantial calories from their intake of breastmilk- (which having a rough kcal value of 70 is higher in calories than most 'first foods'.)

In;

Lactation Specialist Self-Study Series (Module 4). The Management of Breastfeeding. by Rebecca Black, Leasa Jarman & Jan Simpson ...
It lists; Breastmilk contribution to a toddlers diet

Toddlers calories provided by breastmilk 31%, Protein 38%, calcium 44%, iron 50% etc. (I do not have the book to check their references.)
	Thank you for your comments. It is not our intention to suggest that milk is of ‘token nutritional value’. 

	La Leche League GB
	
	Evidence Summary - 6 to 24 months
	
	
	'Extra' vitamins for breastfed babies
 Vitamins for bf babies. Breastmilk is designed for human babies and does not need additions unless an individual infant has a problem. Please look at http://www.llli.org/FAQ/vitamin.html
	Noted, thank you. Your suggested reference has been passed onto our Maternal and Child Nutrition Collaborating Centre for consideration.

	La Leche League GB
	
	Evidence Summary - 6 to 24 months
	
	8
	Dental caries
On page 8 it mentions dental caries in connection with breastfeeding- and is undecided about the evidence! There is a wealth of evidence out there that dental caries occur in spite of breastfeeding not because of it! (Attached jpeg references from LLLGB Breastfeeding and Dental Health leaflet.)

Dental caries Harry Torney   http://209.85.165.104/search?q=cache:kqtJur6Wb9IJ:www.babyfriendly.org.uk/pdfs/torney_abstract.pdf+harry+torney&hl=en&ct=clnk&cd=3   

Breastfeeding and dental caries Brian Palmer  http://www.brianpalmerdds.com/caries.htm   

Both these show that dental caries are not caused by breastfeeding!  

Other references in CBI Biospec 2006 pasted below (2007 due out soon)http://209.85.165.104/search?q=cache:9wSy-YmALWoJ:www.evergreenperinataleducation.com/Outcomes%2520of%2520breastfeeding%2520Feb%25202006.DOC+cbi+biospec+2006&hl=en&ct=clnk&cd=3
	Noted. Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance. 



	La Leche League GB
	
	General
	
	
	Dental Health 
Sample of 114 Japanese children born in Tokyo in 1914 and 1924.  Parametric survival analysis was used to quantify the effects of nutritional status, breastfeeding behavior, and sex on the hazard of deciduous tooth emergence.  Children of poor nutritional status exhibited significantly delayed emergence of all deciduous teeth, with effects that ranged from 14-29% increases in mean emergence times.  Children of medium nutritional status exhibited increases in mean emergence times of 5-9% for the canines and lower molars, and 13-17% for the incisors.  Partial breastfeeding had no effect on tooth emergence, but children who were not breastfed at all showed delayed emergence of the upper incisors.  No significant sex differences in emergence were found.  The findings contradict the idea that moderate malnutrition has little effect on deciduous tooth emergence.  Furthermore, nutritional differences may account for some of the observed differences among populations in the timing of tooth emergence. Holman, DJ; Yamaguchi, K.  Longitudinal analysis of deciduous tooth emergence: IV. Covariate effects in Japanese children.  American Journal Of Physical Anthropology, 126 (3): 352-358 Mar 2005
A retrospective study from Italy among of 1130 preschool children has found that non-nutritive sucking and bottle feeding can have a substantial effect on dental occlusion.  Open bite was associated with non-nutritive sucking while posterior cross-bite was associated with both bottle feeding and non-nutritive sucking.  Viggiano D et al (2004). Breast feeding, bottle feeding, and non-nutritive sucking; effects on occlusion in deciduous dentition. Arch Dis Child 89: 1121-1123.
Study included 126 children. Parents completed questionnaires regarding feeding and health history, and the primary dental occlusion was recorded for each child. The authors found that: (1) predominant bottle-feeding between 0 and 6 months of age was associated with the development of a pacifier habit; (2) children who used a pacifier were more likely to develop a nonmesial step occlusion, an overjet >3 mm, and an open bite; (3) children who sucked their thumb were more likely to develop an overjet >3 mm; and (4) in the absence of nonnutritive oral habits, children who were predominantly bottle-fed between 0 and 6 months of age were more likely to develop an overbite >75%, although just shy of nominal statistical significance.  Charchut SW, Allred EN, Needleman HL.  The effects of infant feeding patterns on the occlusion of the primary dentition.  J Dent Child (Chic). 2003 Sep-Dec;70(3):197-203.
This systematic review investigated the relationship between early childhood caries and breastfeeding.  A lack of methodological consistency, related to the study of the association of breastfeeding and ECC, and inconsistent definitions of ECC and breastfeeding, make it difficult to draw conclusions.  Due to conflicting findings in less rigorous research studies, no definitive time at which an infant should be weaned was determined, and parents should begin an early and consistent mouth care regime.  Valaitis R, et al.  A systematic review of the relationship between breastfeeding and early childhood caries.  Canadian-Journal-Of-Public-Health-Revue-Canadienne-De-Sante-Publique. Nov-Dec 2000; 91(6) : 411-417
In this study of 260 children ages 3-5, the authors concluded that breastfeeding for more than 40 days may act preventively and inhibit the development of nursing caries in children.  Oulis CJ et al.  “Feeding practices of Greek children with and without nursing caries.” Pediatr Dent 1999 Nov-Dec;21(7):409-16

This study estimated the prevalence of early childhood caries and related behavioral risk factors in a population of low-income, Mexican-American children in Stockton, California.  Data was collected on 220 children ages six years or less using a parent-completed questionnaire and clinical dental examinations.  Mean age at weaning from breast-or bottle-feeding and patterns of bottle use during sleep did not differ significantly between children with caries and those without.  Ramos-Gomez-FJ et al.  "Assessment of early childhood caries and dietary habits in a population of migrant Hispanic children in Stockton, California."  Journal-Of-Dentistry-For-Children 1999; 66 (6): 395-403, 366
This in-vivo and in-vitro study showed that human breast milk is not cariogenic.  Erickson PR, Mazhari E.  "Investigation of the role of human breast milk in caries development."  Pediatr Dent 1999 Mar-Apr;21(2):86-90

Children who were either never breast-fed or only until 3 months exhibited significantly higher caries prevalence than those breast-fed for a longer time.  Mattos-Graner RO et al.  "Association between caries prevalence and clinical, microbiological and dietary variables in 1.0 to 2.5-year-old Brazilian children.  Caries Res 1998;32(5):319-23  

A strong association was found between exclusive bottle-feeding and anteroposterior malocclusion.  Davis DW, Bell PA.  "Infant feeding practices and occlusal outcomes: a longitudinal study."  J Can Dent Assoc 1991 Jul;57(7):593-4 

Among breastfed infants, the longer the duration of nursing the lower the incidence of malocclusion. Labbok, M.H. "Does Breast Feeding Protect against Malocclusion? An Analysis of the 1981 Child Health Supplement to the National Health Interview Survey". American Journal of Preventive Medicine, 1987.
	Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance. 

	Lactation Consultants of Great Britain
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	General
	
	This is the same paper as detailed below – however the title on the document and the filename do not match.  This is confusing to any reader who is trying to match comments to papers.  Please change the filename to read the same as the document title.
	Thank you for pointing this out. It will be changed. 

	Lactation Consultants of Great Britain
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	General
	
	Please can we have some very highly qualified, knowledgeable, empathetic Health Economists on this review to answer questions?  As it said in, ”Yes Minister” there are several questions that remain unanswered.  These are the questions that were never asked.”
	Noted. The health economists are indeed highly qualified and knowledgeable but too modest to describe themselves as empathetic. The responses to the comments on the health economics are intended to be as helpful as possible.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	General
	
	The footnote around dominance (page 2) sums up the fundamental flaw on which this economic appraisal is based. “Dominance exists where an intervention is both cheaper and more effective than the alternative”.

The alternative is no support, yes – but what actually happens is that the infant is given an artificial breastmilk substitute.  The illness and treatment costs incurred by this next step, which is not a ‘choice’ in this country unless the child starves, as we have so few milk banks – these costs have never been calculated or even approximated in the UK.

One has to question why not.

I suspect that few people want to see the uncomfortable truth about the NHS’ failure to protect, promote and support breastfeeding within its services.  This refusal to look maintains the status quo and it is the babies, mothers, families and employers who are the unwilling victims of the blindness of the institution on which they rely, and they pay an even higher personal price than the NHS.
	NICE rejects the comment that this study is fundamentally flawed. Illness and treatment costs averted by breastfeeding are included in the model. What the commentator does not appear to consider is that the attempts to persuade mothers to breastfeed are themselves not costless. If such attempts are very costly and largely ineffective, there comes a point when the NHS will use money more usefully elsewhere. The model aims to find out the point at which this occurs.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	1, para 1
	The ‘scarce resources’ issue is deeply tragic and a bitter irony for the NHS.  ‘Other uses for those resources have to be foregone’.  What is more effective or desirable or health sustaining than giving infants the biological norm at the most crucial stage of their ex-uterine life, when their brain and all bodily systems are maturing fastest and needs the most biologically appropriate nutrition?

What could these other resources be doing that was more cost effective?  Preventing heart disease? Obesity? Diabetes? Cancer? Gastric illness? Allergic disease? Respiratory disease?  Wait a minute – breastfeeding does all this, and much more besides.

Does it not beg the question of where to use resources most effectively and what to target the training on?

What is and should the emphasis be on, in the NHS – treating illness or preventing disease?

What about correcting the NHS practices that interfere with the mothers’ and infants’ ability to give and receive the biologically appropriate norm?  Where does the responsibility lie there? With the mothers themselves or the “Health” Service they are told to trust to serve and support them through this transition to responsible parenthood?

What other NHS activity could deliver more value for money than enabling the population of infants to reach their genetic potential in terms of long term health, growth, intelligence and the emotional balance promoted by a healthy attachment?
	Noted. If attempts to persuade mothers to breastfeed were costless and at all successful, the commentator’s analysis would be automatically correct. However, such attempts are not costless, and the analysis needs to estimate a break-even point. 

Noted.
The question of whether to prevent future illness, sometimes many years into the future, or treat those who are currently ill, is the vexing question that NICE is expected to provide answers for. Interventions to prevent future illness are unfortunately not costless and a case has to be made for whatever level of resources is allocated to this end.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	2
	Health economics is to the fore when it comes to the cost of running the NHS, but is noticeably absent when calculating the cost of its failures in preventing avoidable disease.  There is a general embarrassment about acknowledging that the NHS does not support women in providing the biologically appropriate nourishment for their infant, even when the mothers strenuously wish to do so. The NHS does not examine its own contribution to the problem, but tinkers with minor fixes instead of engaging in some rigorous self-examination of the role it plays in mothers’ ‘failure’ to breastfeed.

Never mind the cost savings of breastfeeding – it’s the cost of treating the illnesses caused by the inappropriate biological substitute that should be calculated.

Intervention – interference with capacity to provide biologically appropriate food – inappropriate substitute – negative health outcomes.  

The NHS doesn’t talk about the health outcomes of breathing clean air; it talks about the illness outcomes of smoking.

In continents like South America where there is very little money available for illness care – their artificially fed babies are up to 16 times more likely to die.  They are co-ordinating every aspect of health practices to be more supportive of breastfeeding as it saves them even more of their scarce money and scarce resources.  They are not complacent about the importance of supporting breastfeeding successfully – they cannot afford to be.  Even in the UK artificially fed babies are 2-3 times more likely to die – we just have the bigger burden of illness care because they do not die.  We also have the added burden of the chronic illnesses, diabetes and obesity to which these artificially fed infants become prone later on.
	Noted. Please see response to previous comment.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	2
	Therefore QALY is less relevant – children are less likely die in the UK but the impact on the quality of life of their years can be very significant even if it is’ only’ obesity.  The costs associated are cumulative over a lifetime.  If it is cancer in the child, or avoidable cancer in their mother, then the impact is detrimental indeed.
	The QALY converts quality of life gains into quantity of life, so quality is reflected in the analysis.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	First Para
	2
	This statement shows the lack of genuine priority given to cost incurred by families or employers due to failures within the Health Service to address the effective support of breastfeeding within its responsibility. Neither are costs within the health service calculated in terms of failure to support breastfeeding adequately.
	Noted. See previous responses.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	Table
	3
	This table should be re-sized so that it fits onto the printed page.
	Agreed, this has been amended. 

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	Table 4
	4
	The lack of value on QALY is again indicative of the bias in this appraisal.  It is as though the only thing that matters is where the total length of a child’s life is reduced, not how sick, miserable and costly to the NHS it is throughout its life.  Apparently it is not worth calculating the cost of averting pre-menopausal breast cancer either.
	Please see response about the QALY above.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	Results
	5
	These results do not measure anything like enough outcomes, so are artificially skewed to produce low net societal savings.  The sensitivity analyses on the following pages are skewed in the same way.  Just because something has not been measured accurately does not mean that it is not important or cost-neutral.  
	Agreed that the analysis probably underestimates the benefits to society. The difficulty is in knowing by how much, in that we are aware of the likely direction of the effects that have been omitted, but not their magnitudes. The analysis examines the ’big ticket‘ items. A decision has had to be made about when it is efficient to pour more resources into refining a model. The present model, like all models, is a compromise between accuracy and cost. The PDG is aware of the likely underestimation of benefits and is taking that into consideration.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	9, para 1
	Instead of “its alternative which is routine breastfeeding support” it would be more accurate to state “which is routine lack of effective breastfeeding support”
	Noted. The author will make the change.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	9
	“Breastfeeding may have health benefits over and above this” – has this health economist looked more widely at any other research?? See link here http://www.lalecheleague.org/cbi/biospec.htm#_Toc28845478
to all the other illness that are associated with artificial feeding instead of breastfeeding.
	Thank you for the reference. It will be examined and placed before the PDG and passed to the author of the report. 

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	9
	Evidence of a health benefit – that’s only because nobody in the UK has looked at the health evidence in sufficient detail. American studies:

http://pediatrics.aappublications.org/cgi/content/abstract/101/5/837?ijkey=9794aa7a492c742a7d12734593ade84d7fb1be00&keytype2=tf_ipsecsha
http://pediatrics.aappublications.org/cgi/content/full/103/4/S1/870
have looked at it in more detail but this appraisal ignores their contribution to the debate and does not examine their evidence.  One can’t help asking why not?

‘There is no evidence’ is not the same as there is nothing there, only that is has not been examined and taken into account.  It’s like Nelson putting the telescope to his blind eye and saying “I see no ships…”
	Thank you for the references. They will be examined and placed before the PDG and will be passed to the author of the report.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	
	10
	Just because the breastfeeding projects had methodological issues does not mean that they were of no value and did not save money because it was not measured well enough.  Yes, the BFHI will have had a confounding effect.  I want to look at the data on national illness rates and BFHI status as in Scandinavia, East Germany and Switzerland.
	Agreed. However, this does not tell us how cost effective a programme to increase breastfeeding will be. To do that means having to model to find out how great an increase in breastfeeding rates is required, given the cost of setting up the programme.

	Lactation Consultants of Great Britain
	
	Economic Appraisal – cost effectiveness of breastfeeding support
	Summary
	10
	This summary is flawed in the same way as the rest of the appraisal.  It does state what it does not take into account, but the headline figure of £100 per mother and the other stated costs are misleading and puts emphasis on the wrong data.  It is almost a random figure that is meaningless without the data that it states is not included.

Overall this appraisal is very disappointing and an example of how poor conclusions can be drawn by not including or examining other evidence.
	Noted as a summary of points made above.

	Lactation Consultants of Great Britain
	
	Economic appraisal – cost effectiveness of breastfeeding support
	General
	
	This is the same paper as detailed below – however the title on the document and the filename do not match.  This is confusing to any reader who is trying to match comments to papers.  Please change the filename to read the same as the document title.
	Agreed.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Outcomes
	2
	“Harm” in the same sentence as breastfeeding should be removed as misleading.  By all means put it in for artificial feeding.

Also harm in the assessment alluded to - does not make sense and is not discussed further in the document.
	Thank you, this issue will be addressed. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	4
	4
	“What supplemental feeding modes are most effective” – effective in terms of what?  Speed of delivery?  Fat content?  Acceptability to the baby?  To the mother? To a midwife? Who controls the pace?  The sub-questions are not adequate to define this. Define.
	Thank you for this comment. The focus of the review is on effectiveness in improving nutritional status. The question will be clarified. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Peer Supp Prog
	5 & 7
	Counsellors, not councellors.  Do a ‘Find and replace’ for other instances within document.
	Thank you for pointing out this error. This will be corrected.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 2
	7
	Poor quality trial design.  Post natal visiting number not defined here, but “not necessarily within 72 hours” and maybe only by telephone would be unlikely to make a significant difference.

There are much better and more successful peer support interventions.

Quoting this one as evidence is misleading.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	
	8
	I want to see the RCT evidence statement 4 and the training the support worker received and what they were like.
	Further detail can be found in the evidence tables. If the level of detail sought is not in the table, it is possible the author of the study did not provide the information.  

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	
	9
	Di Napoli’s study is similarly poor to Evidence statement 2.  One 30 minute visit with only the 18 hour training sometime in the first 7 days is woefully inadequate.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES5
	9
	Evidence statement 5 is also pretty poor support – no post-natal support means that women could not follow through or be supported in their increased initiation.

Evidence of missing the point; that the Health Service doesn’t know what works when planning an intervention - not that good intervention doesn’t work! 
	Noted, thank you.  

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES7
	9
	Statement 7 is pretty much the same as ordinary care here, no specialist training - it doesn’t work.  For the Australian study, starting 1 week postnatal is too late for this vulnerable group.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	
	10
	First Para is excellent!
	Thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	
	10
	Redman et al 1995, I want to know what the “structured post-natal contact” was.
	Further detail can be found in the evidence tables. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES9
	11
	Evidence Statement 9 – finally, someone tackles the problem from the right point and bingo, it works.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 10
	11
	Missing the point.  Most women pack in breastfeeding because of pain and/or perceived low supply early on, not employment later.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES12
	12
	Highly knowledgeable researcher is better than standard care!
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES13
	12
	Advantages of breastfeeding are nice but not the point.  Need to tackle positioning and self-perceived efficacy to make a difference to whether bf works for that mother.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 14
	14
	Evaluation at 6 months misses the variation up to that point.  By 6 months only the most committed are still feeding, but breastfeeding is dose-benefit-related so it doesn’t tell you whether there was more breastfeeding or exclusive breastfeeding prior to 6 months.
	Noted. The evidence statements are based on the evidence of the interventions as reported. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Wolfberg 2005
	14 
	Most men, if contacted through their women to do something – will not do it, and those that will, are already committed, so self–selection bias.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 16
	14
	Tackles the real issue, finally another study looking at the right thing!
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 17
	14
	Anything small and informal is better than a leaflet!
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	
	15
	Not surprising that a study tailored to women’s individual needs made a difference.  It also encouraged self-awareness, self care, autonomy and feelings of control - all important aspects found to be significant factors in other research not quoted here.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 19
	15
	Affluent women like pleasing paediatricians and are likely to follow advice.  However, I bet a paediatrician willing to take this study on was highly empathic.  French paeds are not universally supportive of bf.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES20
	16 
	How amazing, 10 minutes on breastfeeding isn’t very effective.  At 6 months only the committed ones are left, doesn’t measure any useful and possible variation that occurs beforehand.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES21 & 22
	16
	Telephone contact at a fortnight misses the steepest drop off period, which is before that.  Home visit is optional not standard– no-one wants to trouble busy midwives and to be seen to be not coping. If population high prevalence of breastfeeding then the support mechanisms, knowledge and culture are already in place, so you won’t expect much difference.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Professional training
	17
	“Variation” in training is right – from fairly minimal to practically non-existent.  Any breastfeeding training is usually optional rather than mandated – as though infants’ short and long term health is optional, and the mothers’ deepest desire to provide the biologically appropriate nourishment (that the NHS exhorts her to do) - is optional too.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Staff time
	17
	I’m curious at to what, in terms of staff time, is more important than enabling a baby to receive its biologically appropriate food.

If staff were to provide artificial blood substitute that increased the infant’s risk of cardiovascular disease, diabetes and allergic disease later, would they be so casual about setting up a transfusion?
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Labarere 
	17, para 4
	Trained primary care physician was probably given better training on positioning than the midwife!
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 23
	17
	Yes.  The whole BFHI training is built on this premise.  Instead of saying “women can’t or won’t breastfeed – it’s too hard” it would be more accurate to state that the staff are training inadequately to support them and the labour practices are not designed to be sensitive to facilitating breastfeeding as a priority. Women don’t lack motivation to breastfeed.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 25
	18
	Again, where rates are high, to quote the song, “Women are doing it for themselves” – it just shows they ignore health professionals as soon as they know what works!
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 26 & 27
	18
	These studies shows what works - that changes in the structure of the health service and genuine experts are required – i.e. lactation consultants.  Most other efforts are merely tinkering at the edges.  There are consultants in nearly every other field employed by the National Health Service, why not in lactation?
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Expressing methods
	20
	These studies quoted are massively out of date.  The technology has moved on and the double pumps are available over here through Medela and Ameda.

Gender, age and ethnicity bear no relation to milk expression capacity.  Training, stimulation of the let-down reflex, practice and a good pump are what’s required.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	ES 30 & 31
	21
	These statements have been overtaken by events and are very out of date.  If hospitals are providing out-of-date or barely functioning pumps (which they do) they should buy their own or subsidise the mother renting her own. One admission for gastro-enteritis averted would pay for it.
	Noted. The evidence statements are based on the evidence of the interventions as reported. However, the recommendations in the guidance will be informed by knowledge of current practice as well as by the evidence statements.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Conclusion
	22
	Peer support is helpful but it is contextually and culturally sensitive and variable.  This is not a reason for saying it is not significant, only that it has not always been well done.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Healthcare service professional appraisal
	22
	This statement does not mention lactation consultants, presumably because they are so rarely employed in the Health Service in the UK.  The training of current health care professionals is not generally adequate to improve breastfeeding rates – as evidenced by the fairly static statistics on breastfeeding in the last 20 years.  If you keep doing what you’ve always done, you’ll get what you’ve always got.

It does not mention changes to the health services such as BFHI that do work on the larger scale, or the other multi-faceted interventions that work cumulatively.
	Noted, thank you

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Breastfeeding education
	22
	Women need very little ‘education’ on breastfeeding. They do need health professionals who have had thorough breastfeeding education themselves and who have been trained on ways to facilitate the woman and infant to breastfeed easily.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Expression 
	23
	This ‘evidence’ is well past its sell-by date.
	Noted. The review will be updated before final publication.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 0 to 6 Months
	Conclusion
	23
	The way the evidence has been set out does not make it easy to remember or refer back to what did work.

It does not summarise what works – it dilutes the findings.  I have a PowerPoint presentation based on current research that does the job much better.  Over all, I find this conclusion could be improved significantly.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	
	26
	I am curious as to why the plasma zinc did not increase even if breastmilk zinc did not increase.

Sounds like absorption difficulties of the zinc formulation given.  Breastmilk levels tend to be stable for zinc and iron and less variable with dietary input.  Serum zinc status is indeed a poor measure of status.
	Thank you for your comment. The wording of this paragraph has been amended for clarity. 



	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Iron
	2
	Low prevalence of iron deficiency in Swedish infants down to v high exclusive breastfeeding rates.  Iron is so well absorbed from breastmilk and no occult bleeding from gut due to undiagnosed CM intolerance or allergy. Little unabsorbed iron to allow GE bacteria to grow.

Additional iron promotes the growth of gastro-enteritis producing bacteria that require free iron for growth.  Unsurprising that the supplemented ones got diarrhoea and didn’t grow so well.
	Thank you for your comment. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Griffiths et al 1995
	3
	What was the health promotion?  How culturally sensitive was it?  What language was it presented in?  How many languages?
	Thank you for your comment. Additional information from the paper has been added to the text. Parents with children in the study were shown a health promotion display illustrating iron rich foods and recipes by a communitiy health and food adviser. Each mother was given copies of the Bolton Health Authority weaning leaflets in the parents first language and the information explained to the mother by the health visitor using interpreters where needed. Over the next 12 months children were visited bi-monthly and dietary health messages re-inforced. At each visit a 24 hour FFQ was completed for each child. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Smith 1996
	3
	Tailoring to individual needs has been found to work.  Not surprising.

Also the vouchers show that the service is practicing what it preaches and following through supporting the mothers’ decisions.  It doesn’t take much.
	Thank you for your comment

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Iron fortified milks
	3
	Artificial formula is more treated than cows’ milk and is very slightly less likely to cause anaemia through occult bleeding from the gut wall.  The iron has also been made slightly more bioavailable.  In unpasteurised cow’s milk the cow based ferritin is available to help the cow’s calf absorb the iron.  Not so for human babies having to drink pasteurised cow milk.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	
	4
	The emphasis in the conclusion of this study is depressing.  Instead of promoting iron fortified formula milk to inner city mothers, why not support the 45%+ that really wanted to breastfeed their infants and who could act as role models for their peers?  The benefits would be greater than just preventing anaemia.
	Thank you for this comment. The evidence statement and supporting text have been amended for clarity, and to reflect your comments. 



	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Zinc
	4
	Breastfed infants are receiving optimal, biologically appropriate nutrition in a well-nourished, (by evolutionary standards) – US population.  The study does not report on whether the babies’ mothers were zinc deficient by any standard in the first place, surely another object of the study?
	Thank you for your comment. Further detail can be found in the evidence tables. If the level of detail sought is not in the table, it is possible the author of the study did not provide the information. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Carer’s beliefs
	4
	I am not surprised that some populations are still adopting poor British weaning standards.  Was there ever a retraction to say that the NHS was wrong in recommending introducing solids any time between 6 weeks and four months?  With language difficulties among these groups they are likely to follow what their female older relatives were told, not the latest NHS instructions.
	Thank you for your comment. The wording of this paragraph has been amended for clarity.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	
	6
	Personalised, home-based and culturally acceptable interventions are more likely to work.  Advertisers know this well when picking their marketing strategies for different consumer groups.  We could learn from them.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	ES 10
	6
	Well received study but very poorly followed through for assessment.  Poor planning, why is it included as evidence?
	Thank you for this comment. The evidence statement for this piece of work highlights the receptiveness of the target population to the intervention rather than the effectiveness of the intervention. For clarity, the following sentence has been added to the supporting text: ’While this study provides useful data on the likely receptiveness of a target population, the effectiveness of the intervention remains unclear.’  

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Black et al 1995
	8
	Parenting, child development, use of resources and parental advocacy is a much broader-based, supportive intervention than Wright’s just looking at dietary health, ‘referral to social work assessment’ and ‘future management’.  The first one supports parents, the second one seems more blame-focussed and ‘being done to’ parents who have failed.  At least, I think that is how the parents might perceive the two studies.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Raynor et al 1999
	8
	How many times did this specialist health visitor visit?  This may have had an impact on how growth and developmental progress was or was not affected.  I would say that fewer referrals to other professionals and admissions to hospital would be seen as a successful outcome.  Role is both supportive and monitoring to some extent.
	Thank you for this comment. Additional information about the study has been added to the review tables and the narrative summary has been amended. 

The papers state that the health visitor undertook an initial assessment carried out by weekly visits lasting 60–90 minutes over a 4 to 5 week period within the home. The assessment included a semi-structured interview, video of a mealtime and assessment of parent child interactions. Further observations of the parent and child together were carried out during several visits. The intervention was planned in conjunction with the parents (no further details on frequency of visits were provided). Children were referred to specialist agencies as appropriate. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	NEAT
	9
	Knowledge scores on toddler feeding is the least of it.  This intervention promoted self regulation of intake, responsiveness and respect for the child’s needs and wishes.  It does indeed demonstrate the need to focus on other avenues, hooray for good sense.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Sure Start
	9
	Probably not enough funding to assess this trial, what a shame.  It combines all the factors that have been shown to work elsewhere.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Last two paras
	10
	Food promotion influences children’s food consumption, does it? Heavens, does advertising work?  So that’s why the manufacturers spend millions on it…
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	First line
	11
	There may not be much evidence to show via the NHS, but walk into any marketing department of a food company and talk to them about evidence.  They will have it in spades.
	Thank you for your comment. We could add: the search strategy for this review included a range of databases and ’grey literature‘ in the public domain addressing the specific questions were considered where identified.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 months to 5 years supplementary review
	Conclusions
	11
	This implies that where the evidence shows effectiveness, such as in the US study, it wouldn’t work in the UK because we don’t know how to listen to children properly or treat them and their feelings with respect.  It isn’t the cultural norm.  Must we be so cautious about adopting a change in attitude that works?
	Thank you for this comment. We will reconsider the wording of the conclusion in the final version of the review. 



	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	Background, final Para
	1
	I question why DOH recommends vitamins A & D for predominantly breastfed children.  There is water soluble vitamin D for example, that was not taken into account when previous measures were done.  No comments on bioavailability either.(E.g. Iron is massively better absorbed from breastmilk than formula, so formula needs massively more to allow absorption of the same amount.  The excess iron promotes enterotoxic bacteria and constipation in FF babies.) And on Vitamin D - Matern Child Nutr 2006 Jul:2 (3) 181-7.

Relative validity of a dietary interview for assessing infant diet and compliance in a dietary intervention trial.

The kappa values for breastmilk and study formula (on Vitamin D) ranged from 0.82 to 0.95, indicating very good agreement.

If felt to be valid, fortify the mother – fat soluble vitamins pass readily into breastmilk if she continues to breastfeed past 6 months. If the baby is premature, fortify the mother for the same reason.  Vitamin D via breastmilk will be more bioavailable and less liable to cause digestive upset with the carrier solution.
	Thank you for your comments. Advice to government on vitamin D is available from the Scientific Advisory Committee on Nutrition. This advice has been taken into account by NICE and the PDG. (www.sacn.gov.uk) 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	
	2, para 1
	Tea and coffee – also mention in new guidelines that tea and coffee (also caffeinated drinks) make it harder for children to settle and sleep, and that they metabolise caffeine more slowly than adults, so it lasts longer in their system.

Parents need this sort of information – rest, sleep and hyperactivity caused by over-tiredness is a major concern.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	Additional Evidence
	2
	With close family history of atopic disease I would also suggest leaving out dairy products and egg until at least a year.  Atopic children’s gut membranes are more porous and their matrix closes later than non-atopic children. It is possible to identify high risk infants from single parent predisposition plus cord blood IgE > or = 0.3 kU/1; or double parental predisposition, and propose dietary intervention for these high risk infants on the basis of other Scandinavian studies.

[image: image7.wmf]1: J Pediatr. 1992 Nov;121(5 Pt 2):S12-20.

Allergenicity of cow milk proteins.  The allergenicity and antigenicity of cow milk proteins are age dependent. Because the nonspecific and specific factors inhibiting the passage of cow milk proteins through the epithelial layer of the intestine are deficient at birth, although developing during early infancy, allergy to cow milk may be acquired during the first year of life. Clinical challenge tests show that most cow milk-allergic patients react to several protein fractions of cow milk. A patient may have IgE antibodies to several fractions of cow milk, measured either by skin testing or by radioallergosorbent test. Likewise, various tests for cell-mediated immunity may show positive reactions to several fractions. No single major allergen is apparent in cow milk, according to either the challenge tests or laboratory procedures: casein, alpha-lactalbumin, and beta-lactoglobulin all show a high proportion of positive reactions.

: Allergy. 1992 Jun;47(3):218-29. [image: image8.png]
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Links 
Prospective estimation of IgG, IgG subclass and IgE antibodies to dietary proteins in infants with cow milk allergy. Levels of antibodies to whole milk protein, BLG and ovalbumin in relation to repeated milk challenge and clinical course of cow milk allergy.

· Host A, Husby S, Gjesing B, Larsen JN,

Lowenstein H. Department of Pediatrics, Odense University Hospital, Denmark.  Prospectively, serum levels of IgE, specific IgE antibodies (AB) to whole cow milk protein (CMP), bovine se-albumin, bovine immunoglobulin, bovine lactoferrin, bovine lactalbumin and beta-lactoglobulin (BLG), IgG and IgG subclass antibodies to ovalbumin (OA) and BLG, and IgG4 RAST to CMP (bovine whey) were measured in 39 infants with cow milk protein allergy (CMPA) at birth (cord blood), at time of diagnosis and before and after milk challenge at the age of 12 months. Immunological measurements were also undertaken in 33 control infants without CMPA at birth, at 6 months and at 18 months. At no time, were differences found between the levels of IgG and IgG subclass AB to OA and BLG in control versus infants with CMPA. In the 39 infants with CMPA no correlation was found between the levels of IgE, IgG and IgG subclass AB in cord blood and subsequent levels of these values, irrespective of the type of CMPA (IgE-mediated (CMA) or non-IgE-mediated (CMI)), and irrespective of whether remission had occurred. In cord blood 25/33 (76%) of the infants with CMPA had specific IgE-AB to one or more of the bovine milk proteins indicating a prenatal intrauterine sensitization to cow milk protein. At 6 months the frequency of specific IgE-AB to bovine milk proteins was significantly (p less than 0.05) higher in infants with CMA versus CMI, and at 12 months total serum-IgE and the increase of these specific IGE-AB and RAST to CMP were significantly higher (p less than 0.05) in infants with persistent CMA. From 6 to 12 months withholding milk resulted in a significant fall in specific IgE-AB to CMP, and IgG, IgG1 and IgG4 anti-BLG followed by an increase after milk challenge. Decreasing levels of IgG anti-OA from birth to 6 months reflect passive maternal transfer of IgG through the placenta, and increasing levels of IgG anti-BLG, already from birth to 6 months, may represent an early exposure to CMP in all infants. Significantly higher levels (p less than 0.05) of IgG anti-OA AB, IgG1 and IgG4 anti-BLG AB were found in infants with persistent CMA, indicating a close relation between the synthesis of IgE and IgG and between IgE and IgG subclasses (IgG1 and IgG4) in symptomatic cow milk-allergic individuals.)
	Noted.

Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance. 



	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	
	3, para 1
	By excluding studies on obesity you have missed the contribution that artificial feeding promotes obesity.

Breastmilk is dose-dependent protective, both biologically (leptin) and for reasons of self regulated control of intake by the baby. Baby learns to listen to its own needs and hunger and satiety cues – cannot force feed nor over-ride a breastfed baby’s satiety.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	ES1
	4
	I question the wisdom of promoting so much dairy intake when 68% of children test positive for cow milk IgE, having been fed cow-based human milk substitutes that frequently began when in hospital.
	Noted. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	
	5, para 1
	I find it ironic that 4 weeks training for ‘community mothers’ is considered necessary to increase milk, meat, vegetables and whole foods, where only 5 hours additional training on breastfeeding is considered adequate on which to base a research intervention conducted by a paediatrician who was not under the guidance of anyone!

Maybe peer support would be more effective if they had had 4 week’s training in breastfeeding as opposed to a week’s course…

However it does show that modelling by one’s peers is significantly more effective.
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	
	5
	The reporting of this shows some cultural bias.  The Finns live in an extremely cold climate and take a very significantly greater amount of exercise – maybe some justification in their different dietary recommendations.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - 6 to 24 months
	
	5
	Three visits in 1st year as opposed to 12 visits in the community mothers study; peers are more readily accepted than health visitors, no matter how “sensitive to the needs of participants” the health visitors are purported to be…
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Summary - Post-partum review
	ES 7 
	7
	Fat content modification according to maternal diet is well known aspect of breastfeeding.  It is one of the very few areas where there is variation in breastmilk between women. 
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	Evidence Summary - Post-partum review
	Calcium
	8
	This summary does not state the length of time after weaning that calcium supplements were given.  I would suggest it may be beneficial to women to continue supplements after weaning if their calcium levels are low.  Breastfeeding increases bone turnover and promotes better absorption of calcium after weaning but I would want to see a different study rather than assume that supplementing women with calcium that continues after weaning is of no benefit, as this study seems to infer.  Formula feeding women do not have the same physiological reaction and do not improve their calcium absorption in the same way after pregnancy.  They are at higher risk of osteoporosis and fractures in later life.
	Noted, thank you. 



	Lactation Consultants of Great Britain
	
	Evidence Summary - Pregnancy Review
	Odent 1996 ES1
	4
	This study only looks at birth outcomes.  Beginning at 20 weeks it ignores earlier stages that might be more significant.  This study does not examine interesting and more likely differences in outcomes such as later IQ, blood lipid profiles, motor function and skin health.
	We agree that the design of the study did not consider these outcomes.

	Lactation Consultants of Great Britain
	
	Evidence Summary - Pregnancy Review
	
	5
	I question this doubt of applicability to UK populations.  Do we not have a significant proportion of women from poor, ethnically diverse backgrounds?
	The UK population is indeed diverse. The applicability of the findings of studies to a UK setting is a matter of judgement. In this case the judgement was based on the transferability of the intervention to the UK setting and the extent to which the historical study populations have an equivalent in 21st century UK. The original studies included a study involviong Mexican immigrants in Texas (published in 1976), rural Greek women who derived much of their calories from home produce and domestic livestock and Cree Indians residing on a reservation in rural Canada.

	Lactation Consultants of Great Britain
	
	Evidence Summary - Pregnancy Review
	
	6
	This finding that education does not follow through with action on diet is reminiscent of the studies on children.  Where they are exposed to real food over several days; encouraged and allowed to play with the food as well as take it seriously they are more likely to eat it by choice.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Summary - Pregnancy Review
	
	6
	Typo/misunderstanding – should be affect the proportion of babies – not effect
	This is a typographical error and will be amended.

	Lactation Consultants of Great Britain
	
	Evidence Summary - Pregnancy Review
	Multiple interventions
	7
	Typo – proportion

In last line of Para.
	Thank you. This will be amended.

	Lactation Consultants of Great Britain
	
	Evidence Summary - Pregnancy Review
	Multiple interventions
	7
	Maybe if you want fewer low birthweight babies you actually need to feed the mothers more food rather than just vitamins and minerals.  It is such a pity this study was low powered though, as it was a valiant attempt to tackle everything else.
	Thank you for your comment.

	Lactation Consultants of Great Britain
	
	Evidence Table – Preconception Review
	Mackey 1999
	28
	Comments are good argument for adding folate to staple foods.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	
	Acta Paediatr Suppl. 2000 Sep;89(434):57-64. [image: image10.png]
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Links 
The role of the Swedish Child Health Services in breastfeeding promotion. Nyqvist KH, Kylberg E. Section for Paediatrics, Department of Women's and Children's Health, University Hospital, Uppsala, Sweden. Kerstin.Hedberg_Nyqvist@kbh.uu.se

Sweden has one of the highest breastfeeding incidence and duration rates among industrialized countries. Although the Child Health Services offer breastfeeding support to all mothers, there are geographical differences in breastfeeding frequency at different ages. The aims of this study were to describe the present activities in the Child Health Services regarding breastfeeding promotion and to find research evidence regarding interventions. Thirty-three out of 42 healthcare districts replied to a questionnaire. Differences were found in the transfer of responsibility for newborn infants from hospital to Child Health Centres, criteria for and timing of home visits and recommendations regarding introduction of supplementary food and breastfeeding education for parents and professionals. There were also regional differences in breastfeeding statistics and follow-up periods. The following recommendations were made on the basis of the survey and relevant literature: transfer of responsibility for newborn infants must guarantee follow-up of all mother-infant pairs; uniform breastfeeding assessment and documentation must be established; all mother-infant pairs must be offered early home visits, continued on a regular basis by health visitors; drop-in consultations must be established; a telephone hotline must be set up; for preventive purposes, growth charts must be used based on breastfed infants; evidence-based guidelines for the introduction of other foods must be followed; information must be provided in parent groups; breastfeeding statistics must use WHO definitions; polyclinics must be available for service to mothers/infants after early discharge and as resources for Child Health Centres; Child and Maternal Health Centres must collaborate; quality assurance programs must be established; breastfeeding courses must be offered in the under- and postgraduate training of professionals; compulsory in-service education must be offered; lactation consultant training must be offered at the university level; and lactation consultant positions must be established.
	Thank you for this helpful information and providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance. 

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	
	Matern Child Nutr. 2006 Oct;2(4):204-16.  [image: image12.png]
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Links 
The education of health practitioners supporting breastfeeding women: time for critical reflection.Dykes F.Maternal and Infant Nutrition and Nurture Unit (MAINN), Faculty of Health, University of Central Lancashire, Preston, UK. fcdykes@uclan.ac.uk

The protection, promotion and support of breastfeeding has now become a major international priority as emphasized in the Global Strategy for Infant and Young Child Feeding. Health practitioners, such as midwives, nurses and doctors, have a key role to play in providing support to breastfeeding women. This paper provides a critical discussion of educational requirements of health practitioners to equip them for their supportive role. The effective integration of embodied, vicarious, practice-based and theoretical knowledge requires opportunities for deep critical reflection. This approach should facilitate personal reflection and critical engagement with broader socio-political issues, thus allowing for collective understandings and change. Practitioners also need to understand breastfeeding as a biopsychosocial process that is dynamic, relational and changes over time. Recommendations are outlined with regards to multidisciplinary undergraduate education; mentorship schemes with knowledgeable role models supporting student practitioners; involvement of voluntary and peer supporters; post-registration education; setting of national standards for breastfeeding education; tailored education for specific groups; designated funding; and involvement of breastfeeding specialists.
	Thank you for this helpful information. Your references have been passed to our Collaborating Centre to assess against our inclusion criteria.

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	
	· Wallace LM, Kosmala-Anderson J. Health Services Research Centre, Coventry University, Priory Street, Coventry CV1 5FB, UK. l.wallace@cad.coventry.ac.uk

This study, which was part of a learning needs assessment of health professionals in England, reports a survey of the training needs of healthcare practitioners in breastfeeding support skills. Respondents rated their competence on 26 breastfeeding support skills, importance of update, actual and potential helpfulness of training, and accessibility in the next 2 years. Perception of organizational barriers to breastfeeding support and practitioners' knowledge of policies and guidance on breastfeeding were measured. Data are reported on 549 healthcare practitioners, mostly midwives and health visitors working for public health services, and some voluntary-sector practitioners, 58% had worked with women and their infants for more than 10 years, and 56% were currently spending at least 25% of their working time providing direct care to breastfeeding women. Those already competent were most likely to want more updating. Those with longer experience of breastfeeding support were more competent on three of the four competence subscales. Relationships between self-assessed competence and current intensity of breastfeeding experience were inconsistent. Respondents preferred training with a practical component. Respondents had poor knowledge of evidence-based policy, and only 51% had access to a breastfeeding policy. Organizational barriers to breastfeeding support were experienced by all, and especially by those with fewer years of experience (t = -2.32, d.f. = 547; P = 0.02) and those currently spending less time supporting breastfeeding women (t = -10.35, d.f. = 547; P < 0.0001). Core training is relevant to all practitioners, and practice-based training with access to evidence-based policies is required.
	Thank you for providing these references. As above, the evidence has been passed to our Collaborating Centre for assessment.

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	
	Matern Child Nutr. 2006 Apr;2(2):103-13.  [image: image14.png]
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Links 
Turning policy into practice: more difficult than it seems. The case of breastfeeding education.  Smale M, Renfrew MJ,Marshall JL, Spiby H. Mother and Infant Research Unit, University of York, Department of Health Sciences, Heslington, York, UK.

Breastfeeding is increasingly recognized as a health policy priority. To achieve real change in breastfeeding rates, those who advise and support childbearing women need to be appropriately educated and trained so that they do not disrupt breastfeeding. The aim of this study was to conduct a needs analysis about breastfeeding training among a range of people who advise and support breastfeeding women, including breastfeeding women themselves, to contribute to future provision of education. A qualitative, interview-based study was conducted in one northern UK city with practitioners who support breastfeeding, and breastfeeding women, selected using purposive sampling. Individual (n = 73) and group (n = 9) interviews were conducted. Detailed notes were returned to each respondent for checking. Information was organized into themes. Coding was charted to enable comparison by theme and case. Four main themes emerged: perspectives of breastfeeding women; feeling (un)prepared to support breastfeeding; fragmentation of knowledge; and provision of education about breastfeeding. A deficit in education and training for all professional groups was identified. There was little evidence of informal shared learning among professional groups, and no evidence of usual mechanisms to ensure education and practice standards. Doctors received very little formal education; most relied on other health professionals to provide this expertise. Students encountered a chaotic learning environment where it was not possible to observe sound, consistent practice. Voluntary breastfeeding supporters felt well-prepared. The results call into question the potential for health services to respond to policy recommendations that support increased rates of breastfeeding.
	Thank you for providing these references– as above..

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	
	Matern Child Nutr. 2006 Oct;2(4):239-44.  [image: image16.png]
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Links 
Addressing the learning deficit in breastfeeding: strategies for change.

· Renfrew MJ, McFadden A, Dykes F, Wallace LM, Abbott S, Burt S, Anderson JK.Mother and Infant Research Unit, Department of Health Sciences, University of York, Heslington, York, UK. mjr505@york.ac.uk

This paper summarizes the findings of the learning needs assessment described in this issue. Limitations and strengths are discussed. The paper describes a national, multi-sectoral, multidisciplinary picture. Our respondents may over-represent those with an interest in breastfeeding; if so, the true picture may be even more problematic than described here. Major deficits were identified in the knowledge and skills of practitioners from all backgrounds and all sectors. Many professionals report poor knowledge about breastfeeding and have low levels of confidence and clinical competence. Organizational constraints and barriers to effective education and practice include fragmentation of care and education, lack of facilities, and a low priority being given to breastfeeding. There is a range of current educational provision, although not all is fit for purpose. Voluntary organizations seem to have higher standards than do some current professional learning opportunities. Preferred methods of training include practical observation and mentorship, volunteer counsellor involvement in training programmes, as well as self-study and online opportunities. Recommendations include: a funded, mandatory, interagency and multidisciplinary approach; appropriate content; support at local and national levels; breastfeeding education to be included in clinical governance and audit mechanisms; and further research and evaluation to examine optimum ways of providing education and training. Organizational barriers could be addressed through a public health policy and evidence-based approach.
	Thank you – as above.

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	
	Midwifery. 2002 Jun;18(2):87-101.
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Links 
Breastfeeding in Bristol: teaching good positioning, and support from fathers and families.

CONCLUSIONS: in the immediate postnatal period, if mothers are taught good breastfeeding technique by midwives in a 'hands-off' style, which enables mothers to position and attach their babies for themselves, and which is based on a physiological approach, breastfeeding rates are increased and the incidence of perceived milk insufficiency decreases. Successful breastfeeding in the early weeks was associated both with practices and support in hospital and with factors at home including not using dummies and having a supportive partner, family and health professionals who are encouraging breastfeeding. IMPLICATIONS FOR PRACTICE: teaching mothers how to breastfeed in a 'hands-off' way is important in empowering mothers to 'do it for themselves' and in improving breastfeeding rates. Widespread adoption of consistent good practice is achievable following a brief workshop teaching session. Using the 'breastfeeding score checklist' may help midwives to assess a breastfeed more accurately and determine which aspects need improving. Health professionals should aim to educate all key family members, whenever an opportunity arises both during pregnancy and postnatally, in the benefits of breast milk for babies in the first few months of life and how to encourage and support a mother in the early weeks of breastfeeding.
	Thank you – as above.

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	Additional

Evidence
	3
	Biggest peer support group meta-analysis not included in evidence base.

Infant Feeding Initiative: a report evaluating the Breastfeeding Practice Projects 1999-2002

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4084457
It is recommended that Acute Trusts, Primary Trusts and Sure Start schemes continue to collaborate and fund projects to include:

• Breastfeeding peer support programmes that are carefully co-ordinated through interagency partnerships.

• Breastfeeding support centres, both BfN and the health professional led ‘drop-in’ model.

• Antenatal interactive workshops developed with sensitivity to the local socio-cultural needs.

• Development of the health care assistant role in supporting breastfeeding women across the hospital community interface.

• Innovative projects primarily involving qualified breastfeeding counsellors/supporters, e.g. BfN

Centres with ‘Supporterline’ backup and the Consumer Practitioner role.

• Education and training for health visitors, midwives, neonatal staff and doctors.

• Schemes that specifically reach and support women from minority ethnic communities.

• Projects that specifically support adolescent mothers.

• Schemes that involve significant others.

• Expansion of the Breastfeeding Friendly Award project.

• Prison outreach programmes.

• Media projects to include National Breastfeeding Awareness week.

• Health informatics systems that enable robust yet sensitive data collection and analysis using consistent time points and definitions related to infant feeding practices.

Research as highlighted in each section should aim to gather both qualitative and quantitative data to continue developing and improving services that positively impact upon breastfeeding initiation and duration rates.

With appropriate funding for the range of initiatives referred to in this report the future looks promising for PCTs in meeting the challenge of increasing their breastfeeding initiation rates by 2 percentage points per year with particular focus on women from disadvantaged groups.
	Thank you – as above.

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	1 Additional

Evidence
	1
	There is a study conducted in Chile on generally middle class and middle upper class mother/infant pairs delivering in a University hospital.  This is probably comparable with UK studies.

Hum Lact. 1996 Mar;12(1):15-9. [image: image21.png]
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Links 
Does prenatal breastfeeding skills group education increase the effectiveness of a comprehensive breastfeeding promotion program?

Pugin E, Valdes V, Labbok MH, Perez A, Aravena R.A control/intervention study carried out in Santiago, Chile assessed the impact of five interventions on breastfeeding patterns and duration, and demonstrated a significant increase in full breastfeeding at six months (32 percent to 67 percent). Fifty-nine of 422 post-intervention women were included in a sixth intervention: prenatal group educational sessions emphasizing the skills necessary to initiate and maintain breastfeeding past the neonatal period. A significantly higher percentage of this subset of women were fully breastfeeding at six months compared to those who received only the five basic interventions (80 percent and 65 percent, respectively). The effect was greater among primiparous women. We conclude that prenatal group education with hands-on skills reinforcement is a significant and additive component of breastfeeding support, especially among those who have no previous breastfeeding experience.
	Thank you – as above.

	Lactation Consultants of Great Britain
	
	Evidence Table - 0 to 6 months
	General
	
	I began conventionally by evaluating the research within this evidence table, but then realised that the approach was coming from the wrong end altogether.

The challenge is not how to promote safe and healthy milk feedings to mothers by targeting pregnant women and mothers of newborn infants.  This is not how Scandinavian countries turned around their breastfeeding rates that used to mirror our own.  In less than 15 years they now have initiation rates of 98% exclusivity rates of 86% at 6 weeks and duration rates of 75% at 6 months of which we can only dream.

They changed their labour practices, hospital policies, massively increased staff training and promoted community support groups.

They were so successful that their governments had to pass better legislation to protect and promote the longer breastfeeding and happier parenthood they had achieved for so many mother/infant pairs. Even so, back in 2000, the Swedish Child Health Service was not resting on its laurels, see research below, and several other enlightened pieces of research on the same theme, also given.

As the Scandinavians countries have already done, the British NHS will have to make significant efforts into putting its own house in order to support the women it purports to serve.  Below are the research-based strategies that will do this.  Anything else is just tinkering with the symptoms without addressing the underlying cause of the problem.
	Thank you for these helpful observations. 

	Lactation Consultants of Great Britain
	
	Evidence Table – Post-partum review
	
	20
	Baseline fatty acid status would have been helpful as this population eats a lot of fish generally. Their vit E levels and AA may have been optimal in the first place.  Extra DHA in breastmilk has been shown to be beneficial even amongst breastfed infants later on in studies of intelligence (a couple of IQ points difference.) 
	Further detail in relation to baseline fatty acid status is in the evidence tables. If the level of detail sought is not in the table, it is possible the author of the study did not provide the information.  

	Lactation Consultants of Great Britain
	
	Evidence Table - Pregnancy review
	Comment
	13
	If the only significant difference was for head circumference, in a study on brain development – I would think that was a pretty significant finding..!
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	Evidence Table - Pregnancy review
	Comment Chang 1999 
	17 & 19
	A very sensible comment!
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	Evidence Table - Pregnancy review
	
	40
	Unsurprising that the impact had the highest impact on the birthweight of smoker’s babies as smoking interferes with the absorption of so many vitamins and upsets the mineral balance of zinc to copper.
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	Evidence Table - Pregnancy review
	
	41
	Pity about the hospital records. Not enough funding to employ another research assistant!  Short sighted planning and funding.

However it still seems to point towards a useful intervention.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Evidence Table- Pregnancy review 
	
	12
	I’m curious as to the premise that DHA would have made a significant difference to pregnancy outcome.  Foetal brain and neural development and optimal fatty acid composition, yes, pregnancy outcome, no.
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	Expert Paper – Growth Monitoring
	General
	
	This is the best written document of all the research in the entire MCN set.  It is clear, well thought through and very well researched. It highlights all the current inconsistencies of practice that cause so much worry to parents and professionals alike.

I would have liked it to summarise the best way forward, given the evidence.  Having read it, however, there does not appear to be a consistent value in the routine monitoring of babies weights, unless the emphasis and working practices are agreed to be radically changed.
	Thank you, noted. 

	Lactation Consultants of Great Britain
	
	Final Scope
	3.1
	3
	Women giving birth to low birth weight babies are rarely given sufficient support in SCBU to breastfeed or provide their own breastmilk unless it is a Baby Friendly hospital. This compounds the infant’s already compromised state with an artificial substitute that increases risk of coronary heart disease, diabetes and hypertension even further. 
	The nutritional needs of low birthweight babies (defined by the WHO as a birthweight less than 2.5 kg) will not be covered as they require specialist dietary management which is outside the remit of this guidance.

	Lactation Consultants of Great Britain
	
	Final Scope
	
	3
	Substitute return to rather than regain their pre-pregnancy weight, for clarity
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	General
	
	
	Add ‘page x of y’ to footer
	Noted, thank you.

	Lactation Consultants of Great Britain
	
	General
	
	
	I suppose what we are here to do is summarise what works, having evaluated the evidence given in these papers.  However the way the papers are laid out makes it difficult to keep track of what works – poor studies are next to good studies.  Also not all authors have accessed the same material.  What is quoted as evidence in one paper is not quoted in another where it would have informed the subject debate. For example, Wright’s study is in Economic Review - Women but not included in Cost Effectiveness of breastfeeding support.

Still, I suppose that’s our job as reviewers!  (
	Noted, thank you. 

	Lactation Consultants of Great Britain
	
	General
	Additional Evidence
	16
	Parsons TJ 1999 study abstract does not examine the role of breastfeeding in helping to prevent obesity shown up in later studies.

[image: image23.wmf]1: Curr Opin Clin Nutr Metab Care. 2007 May;10(3):336-41.
Lack of breastfeeding, high early energy intake and high intake of sugar-sweetened beverages seem to be the main dietary factors contributing to obesity development.

But see below:

-------------------------------------------------------------------------

A physiological role for breast milk leptin in bodyweight control in developing infants[image: image24.wmf]1: Obesity (Silver Spring). 2006 Aug;14(8):1371-7.Miralles O, Sanchez J, Palou A, Pico C. 

Milk-borne maternal leptin appears to provide moderate protection to infants from an excess of weight gain. These results seem to point out that milk leptin is an important factor that could explain, at least partially, the major risk of obesity of formula-fed infants with respect to breast-fed infants.
	Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	Lactation Consultants of Great Britain
	
	General
	Additional Evidence
	
	http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?itool=abstractplus&db=pubmed&cmd=Retrieve&dopt=abstractplus&list_uids=16999767
1: Matern Child Nutr. 2006 Oct;2(4):217-31.  [image: image25.png]
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Links 
A training needs survey of doctors' breastfeeding support skills in England.

· Wallace LM, Kosmala-Anderson J. Health Services Research Centre, Coventry University, Coventry, UK. l.wallace@cad.coventry.ac.uk

The study examined the training needs of paediatricians and general practitioners (GPs). Respondents rated their competence on 23 breastfeeding support skills, importance of update in the next 2 years, actual and potential helpfulness of different forms of professional updates, and accessibility in the next 2 years. The perception of organizational barriers to breastfeeding support and practitioners' knowledge of policies and guidance on breastfeeding were also examined. The sample comprised 120 paediatricians and 57 GPs. Response rates were estimated as between 4% and 29%, depending upon the method of recruitment. Although both groups rated themselves as fairly competent in most of the skill areas, they welcomed training in key areas of practice. Paediatricians identified more areas for update than GPs (t = 3.44; d.f. = 178; P < 0.00001). Those who believed that they were less competent in clinical skills were least likely to seek update (r = 0.35; P < 0.00001). Practical forms of training were most often welcomed. Only 47% of GPs and 62.5% of paediatricians had access to a local breastfeeding policy. There were evident gaps in knowledge on key aspects of public health policy, which could influence local practice; for example, 50.8% of GPs and 47.5% of paediatricians identified a younger age for introducing solids than the minimum according to current government guidance. Organizational barriers to breastfeeding support were experienced by all respondents. Recommendations include purposively targeting training to those least likely to seek training, and developing effective self-study and observational methods of learning. All training should be evaluated and implemented alongside breastfeeding policies and clinical leadership to improve the practice of all healthcare practitioners.
	Thank you for providing these references –as above.

	National Childbirth Trust
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	
	6 & Figure 1 
	The problem of concentrating on initiation, as this section does, while holding other factors constant, is that around one third of women who start breastfeeding stop in the first six weeks. The health advantages of breastfeeding are therefore limited and breastfeeding is perceived as ‘difficult’. If breastfeeding support in the community continues to be poor, there is the possibility that more mothers will start to breastfeed, but stop within the first few days. Peer support schemes have the capacity to both increase breastfeeding initiation and duration, but there is evidence that multifaceted interventions are most effective. NICE

2005 systematic review  http://www.nice.org.uk/page.aspx?o=511622
	This is a valid point, but it is much more difficult to deal with both initiation and duration together. It is not known with any accuracy whether 4 months of breastfeeding is worth twice as much in health terms to the baby as 2 months. The model does make an assumption about this, in that the reduction in infections for an additional day of breastfeeding is proportional to the number of infections rather than being an absolute reduction.

	National Childbirth Trust
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	
	10
	If the health gains for both mother and baby are considered, a scheme costing £100 per mother and yielding breastfeeding initiation rate increases of a little less than 20 percentage points is likely to be cost effective. 

For the reasons explained on the previous pages of this review, this is likely to be an underestimate as only infant infections and breast cancer are taken into account, while ignoring the estimated impact on asthma and diabetes for instance. A qualifier to this effect would improve accuracy.
	The model has numerous qualifiers in the discussion. For example, ’We should also note that some of the limitations of this model may also cause cost-effectiveness to be under-estimated. The model focused on outcomes where the evidence of a health benefit from breastfeeding is greatest. However, breastfeeding may have health benefits over and above this. Furthermore, breastfeeding has also been linked with improved educational and social outcomes.’

	National Childbirth Trust
	
	Economic Review of breastfeeding support
	
	
	List of interventions which have been shown to improve breastfeeding support could include increasing family support (Ingram, J)
	This is being referred to the authors of the economic review (Jenny C Ingram 2004 and 2006, in Medline under J Ingram).

	National Childbirth Trust
	
	Evidence Summary - 0 to 6 months
	
	
	The Department of Health (England) and the World Health Organization recommends breast milk as the best form of nutrition for infants and exclusive breastfeeding is recommended for the first six months of an infant’s life. While this is true, it comes across as a token recognition. In fact, breastfeeding is one of the most effective ways to reduce health inequalities in this country. It has been said that: It is hard to think of another health intervention with such a broad ranging and long term consequences for the health of communities.   
	Noted, thank you. 

	National Childbirth Trust
	
	Evidence Summary - 0 to 6 months
	
	1
	To review the existing evidence on the effectiveness of vitamin supplementation in infants who are partly breastfed or exclusively formula fed

There is no explanation of why this does not cover babies who are fully breastfed? 
	Thank you, this issue will be addressed in the updating of the review. 

	National Childbirth Trust
	
	Evidence Summary - 0 to 6 months
	
	
	The results of the review of studies evaluating peer support does not include a discussion of the factors that may influence effectiveness, such as the training provided to the peer supporters, whether they had breastfed themselves and how proactive they were in contacting mothers, both antenatally and postnatally. It is a help that breastfeeding counsellors and peer supporters are considered separately, but because there is not one, standardised peer support programme in the UK, it is difficult to draw conclusions from these few studies.  In contrast, the discussion of health professional support, describes training provided in some cases and the interventions provided. 
	Further detail can be found in the evidence tables. If the level of detail sought is not in the table, it is possible the author of the study did not provide the information.  



	National Childbirth Trust
	
	Evidence Summary - 0 to 6 months
	
	19
	Although there are few interventions designed to reduce the risks of contamination of equipment used in bottle feeding, there are studies showing increased rates of infection in babies in the US, I believe, whose bottles were not sterilised before use. It would be helpful for the guideline to make recommendations about sterilisation of equipment which are evidence based. Including whether parents should continue to sterilise spoons and bowls used for feeding solid foods, when babies are putting toys in their mouths?  
	Noted, thank you. 

	National Childbirth Trust
	
	Evidence Summary - 6 to 24 months
	
	
	An additional key area to be considered in terms of weaning is the development of relationships around food within the family and the child’s relationship with food. There is some evidence that mothers who have eating disorders themselves or a difficult relationship with food, are less likely to allow their child to control their own eating and possibly inappropriately limit the range of foods that the child eats. As noted in the review of interventions 2-5 years: Food preference, developed during the early years and strongly influenced by family, is an important determinant of healthy eating in young children. 
	Thank you. 

	National Childbirth Trust
	
	Evidence Summary - 6 to 24 months
	
	1 para 2
	In 2001, the World Health Organization recommended that mothers should breastfeed exclusively for 6 months. Thereafter solid foods should be introduced while breastfeeding continues for up to 2 years and beyond. 

It is very important that there are some recommendations for parents in this country. Politicians and journalists still give the impression that babies should be breastfed for 6 months, then start on solid foods, without continuing to depend on milk. This obviously leads to a misconception among members of the public.  Many mothers have been agreeably surprised to be told about the WHO recommendation as they often want to continue breastfeeding against societal, employers or family pressure. It gives them support to continue breastfeeding and information to support their decision. The current official silence on the subject does not support mothers’ choice, rather it allows manufacturers and others with a commercial interest to use phrases such as ‘when your baby moves on to a bottle’ as if this is the preferred progression.
	Noted, thank you. We will amend this accordingly to avoid any misconception.

	National Childbirth Trust
	
	Evidence Summary - 6 to 24 months
	
	1 

penultimate paras
	This section repeats current advice, without indicating which are derived from evidence based research and which are a result of experience. 

Many people do not discriminate between pure fruit juice and juice drinks, which have sugar as the main ingredient and are little better than squash. In addition milk teeth are more vulnerable to acid attack than adult teeth. I would therefore be cautious about recommending juice, rather than fruit itself and vegetable sources of vitamin C to increase iron absorption.  
	Thank you. Please note that the evidence summary is not a recommendation.

	National Childbirth Trust
	
	Evidence Summary - 6 to 24 months
	
	1
	From the age of six months, the DH recommends the use of supplements of vitamins A and D for babies which who are predominantly breastfed.

This is not recommended for most babies that are receiving infant or follow-on formula as these products are fortified …. This could be clearer: This is not recommended for babies who are receiving 500ml of infant or follow-on formula, as these products are already fortified…

I have not calculated the volume of formula milk but it is more accurate to give a quantity than to say ‘most babies’ as it is not clear whether this most applies to the majority of babies in the UK who are on formula milk at this stage or the majority of babies on formula milk as they will be taking more than the volume necessary to supply sufficient of these vitamins. 
	Thank you for this helpful observation. 

	National Childbirth Trust
	
	Evidence Summary - 6 to 24 months
	Objectives and selection criteria
	2
	infants and young children who are no longer predominantly milk fed.
Children from 6 to around 12 months are still predominantly milk fed. As the review does include some studies that began before 6 months, it would be more accurate as: ‘while solid foods were introduced’ or give the age ranges included. Politicians and journalists still give the impression that babies should be breastfed for 6 months, then start on solid foods, without continuing to depend on milk. This obviously leads to a misconception among members of the public.  
	Thank you, noted. We will amend this to avoid any misconception. 

	National Childbirth Trust
	
	Evidence Summary - Pregnancy Review
	
	1
	Suggest ‘potential sources of listeria, salmonella, chlamydia psittaci and toxoplasma gondii’ instead of ‘cheeses with rinds’


	Following advice from the Department Health, this has now been changed to soft cheeses made with unpasteurised milk.

	National Childbirth Trust
	
	Evidence Summary - Pregnancy Review
	
	1
	Findings from this initial search of the literature and review, 
	Part of this comment appears to be missing. 

	National Childbirth Trust
	
	Evidence Summary - Pregnancy Review
	
	5 
	Doyle’s study outcomes are referred to but no description of what the measured outcomes were 
	The only outcome that was statistically significant between the intervention and control groups was birthweight. The outcome measures are listed in evidence statement five.

	National Childbirth Trust
	
	Evidence Summary –Vitamin D
	
	4
	It is not clear that the significant incremental increase in weight over the 12 months (6.39 ± 0.78 vs. 5.92 ± 0.92; WMD 0.47, 95% CI 0.16 to 0.78) is a positive influence. With all the publicity in recent months about children gaining weight too fast in early life, it would be helpful to clarify that these babies were not at greater risk of overweight.
	Thank you for this helpful observation. This will be clarified in the updated version of the review and the evidence statements amended if appropriate.

	National Childbirth Trust
	
	Evidence Summary –Vitamin D
	
	
	Public health advice and recommendations on sun protection may need to be clarified.
	Thank you for your comment. Additional information on this issue will be included in the full review. 

	National Childbirth Trust
	
	Evidence Summary –Vitamin D
	
	6
	Long term follow up of families who received supplements vs those who did not would be useful to compare outcomes such as atopic disease, impact on future pregnancies and children born later. 

 Re:”any unintended effects” it would be useful to consider the potential for vitamin supplements for breastfed babies to reduce confidence in breastfeeding, particularly among vulnerable groups. The Healthy Start website for instance says vitamin D supplements should be given to: 

breastfed infants from 6 months (or from 1 month if there is any doubt about the mother’s vitamin status during pregnancy)

As there is already low confidence in breastfeeding in this country, it is important that this message is not taken to imply that formula milk is better for babies. 

If there is doubt about mothers’ vitamin D status in pregnancy, they should be encouraged to take vitamin D supplements or foods high in vitamin D during the pregnancy and continue after the birth.
	Thank you for this comment. Information has been included in the updated full review to explain the reason for the increased risk of vitamin D deficiency among breastfed and partially breastfed infants who are not given vitamin D supplements. We recognise the need to communicate this issue sensitively and clearly.

	National Childbirth Trust
	
	Evidence Summary –Vitamin D
	Conclusions

	6-7
	To strike a balance between the health risks of vitamin D deficiency and skin cancer, public health advice and recommendations on sun protection may need to be moderated.

Rather than moderated, we suggest that more public information could focus on the balance of risks; the time of day/year when vitamin D can be made in the skin and the length of exposure vs the risk of sunburn. So, does avoiding sun exposure 11am to 3pm in the summer also mean that there is no chance to make vitamin D, or is earlier morning/later evening exposure beneficial while minimising risk? This information is particularly important for mothers of young babies and obviously for black and Asian families. 
	Thank you for this comment. This is a direct quote from the SACN update on vitamin D. Additional information on sun exposure has been included in the full review.

	National Childbirth Trust
	
	Evidence Table - 0 to 6  months
	
	
	Published since searches conducted: 

Tappin D, Britten J, Broadfoot M, McInnes R. The effect of health visitors on breastfeeding in Glasgow. International Breastfeeding Journal 2006, 1:11   doi:10.1186/1746-4358-1-11
	Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	National Childbirth Trust
	
	Expert Report - Handling and storage of expressed breast milk
	
	
	Breastmilk more often source of virus than bacteria – HIV and HPV. 

Needs a conclusion relevant to women lives. If there is insufficient evidence a case needs to be made for recommendations that encompass the possible temperatures in domestic refrigerators, eg no more than 24 hours unless you are sure your fridge is less than 4° C, in which case 3 days – until more research is carried out. 
	Noted, thank you. 

	National Childbirth Trust
	
	General
	
	
	We believe that the way that society supports those becoming parents during pregnancy, birth and the first years of parenthood have major implications for the future and well-being of the population.  
	Noted, thank you.

	National Childbirth Trust
	
	Introduction to the synopsis
	
	2
	Disease patterns and health status vary between different minority ethnic groups and the general population. For example, South Asian and Pakistani women are more likely to have low birth weight babies than white British women, even when the mothers are born in the UK (Bull et al. 2003). Also, poor iron and vitamin D status is common among pregnant women of South Asian origin who live in the UK.
	Thank you for these helpful observations.

	National Childbirth Trust
	
	Tables 
	General 
	
	It is helpful that the funding sources are stated where possible. For instance studies of the effectiveness of breast pumps are often funded by pump manufacturers.  
	Noted, thank you. 

	National Osteoporosis Society
	
	Evidence Summary – Vitamin D
	General
	
	The NOS would like to make the development group aware of the following paper which may add to the evidence presented in this review:

Javiad et al (2006) Maternal Vitamin D status during pregnancy and childhood bone mass at age 9 years: a longitudinal study. Lancet 367: 36-43.  The paper shows that maternal vitamin D insufficiency is common during pregnancy and is associated with reduced bone mineral accrual in the offspring during childhood
	Thank you for your comment. This paper was excluded as it is a non-interventional (longitudinal) study.

However, information from this paper has been included in the full review which will be published with the guidance in February 2008. 



	National Osteoporosis Society
	
	General
	
	
	The NOS would like to reiterate the importance of a calcium rich diet throughout childhood for the development of healthy bones.
	Noted, thank you.

	NHS Health Scotland
	
	Economic Review – Children
	General
	
	We suggest that the health benefits of breastfeeding and the cost effectiveness evaluations need to be integrated
	Noted, however these issues will be addressed separately. 

	NHS Health Scotland
	
	General
	
	
	In addition to the comments specified above, we suggest that there might well be value in highlighting areas in which there remain no evidence to support action.
	Noted, thank you. 

	NHS Health Scotland
	
	Economic Review – Children
	
	3
	There is a need to define what is meant by “childhood”
	Noted. 

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	
	19
	Re evidence statement 28, we would welcome some more detail about the media campaign(s), predominantly television commercials as part of this statement.
	Thank you for your suggestion however the evaluation of media campaigns is outside the scope for this guidance.

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	
	22
	Re The Tedstone et al study-the year is missing
	Noted, thank you. This will be corrected. 

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	
	22 & 23
	There is no reference to social media programmes in the concluding section
	Thank you for your suggestion, however, the evaluation of media programmes is outside the scope for this guidance.

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	
	23
	The meaning of the last sentence is confusing
	Noted. This will be addressed.

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	Background
	1
	Re Para 2, We wish to point out that the recommendation of exclusive breastfeeding for the first six months of an infant’s life has not been officially adopted by the Scottish Executive Health Department. 
	Noted, thank you.

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	Results
	4
	Re evidence statement 1, this appears to draw conclusions from 1 study in relation to a group of participants who had a very specific demographic profile.  We would therefore query the generalisability of this finding to the wider population? 
	Noted, thank you.  

	NHS Health Scotland
	
	Evidence Summary - 0 to 6 months
	Results
	5
	Re evidence statement 2, firstly, as a general comment, might the consideration of home visiting need to be take account of the recommendations of Hall 4.  Secondly, awareness of the context of the Dublin-based community mothers programme, conducted in Ireland where there are differences in the provision of health visiting as part of health care, such differences might need to be acknowledged in the course of the commentary provided or in the supporting evidence tables.
	Thank you. Hall 4 recommendations will be taken into account in the development of the guidance. 

	NHS Health Scotland
	
	Evidence Summary - 6 months to 5 years supplementary review
	
	
	It would be helpful to integrate the relevant evidence from this supplement relating to 6-24mths into the earlier evidence summary.
	Thank you for your comment. We will consider whether it is appropriate to combine these reviews. 



	NHS Health Scotland
	
	Evidence Summary - Pregnancy Review
	Omega 3 supplements/

Fish oils
	4
	Re evidence statement 1, might the benefits of eating sea fish at 20 weeks gestation perhaps not become apparent until later life, for example in terms of brain development?
	The design of the study did not adequately consider brain development. The evidence statement reflects the findings of the study as published.

	NHS Health Scotland
	
	Evidence Summary - Pregnancy Review
	Alcohol
	8
	While accepting the validity of evidence statement 2, might it be appropriate to acknowledge the critical importance of interventions to change behaviour in the very early stages of pregnancy or before a woman may know that she is pregnant as part of preconception health awareness? 


	We agree that this is a critical period. No well run trials were found of interventions to reduce alcohol consumption during this period.

	North Staffordshire PCT
	
	? Postnatal Nutrition
	
	
	Good to see good research collated in one place.

Need for money to support multifaceted approaches in community and hospitals.
	Thank you.

	North Staffordshire PCT
	
	? Weaning
	
	
	Weaning at 6 months – do not need to use puree – so shouldn’t have assumption that babies need it.

Also Follow on formula is NOT recommended by Health Visitors or dieticians.
	Thank you, noted. 

	North Staffordshire PCT
	
	Expert Report - Handling and storage of expressed breast milk
	
	
	We have known about this for a long time – when can we have a standard approach?  The new NHS leaflet talks about 2- 4 degrees for a normal fridge which is not quoted in the research
	Noted, thank you.

	Royal College of Midwives
	
	Economic Appraisal - Cost effectiveness of breastfeeding support 
	
	
	The appraisal was based on a specific breastfeeding support project and then generalises the findings to apply to all forms of support activities. The cost effectiveness of different schemes may not all be the same.
	If only there were good data on the cost and effects of different schemes. We try and reflect these limitations by employing threshold analysis.

	Royal College of Midwives
	
	Evidence Summary –Vitamin D
	
	
	RCM welcomes the acknowledgement of the limitations in the evidence.


	Thank you for your comment.

	Royal College of Midwives
	
	Expert Paper – Growth Monitoring
	
	7 & 8
	Weighing tailored to need and associated with an assessment of the effectiveness of breastfeeding seems a sensible approach.

Additional intensive personal breastfeeding support by a dedicated breastfeeding support midwife should be the norm in babies who have lost >10% or not reached BW by 14 days.
	Noted, thank you. 

	Royal College of Midwives
	
	Expert Paper – Growth Monitoring
	
	9
	If midwives are to be more involved in Expert Paper – Growth Monitoringthen education and training is essential to ensure accuracy of taking and recording measurements and in intensive personal breastfeeding support and avoiding overfeeding in formula fed babies. This approach may increase access if the alternative is clinic attendance. Adequate resources to enable midwives to realise these interventions will be required.
	Thank you for highlighting this issue. 

	Royal College of Midwives
	
	Expert Paper – Growth Monitoring
	
	P15
	The RCM supports the WHO breast feeding recommendations including exclusive breastfeeding for the first six months of life for all UK children and would like to some clarity in the tools to assess weight gain.

The RCM supports the WHO Growth Standards that reflect the pattern of growth for breast fed infants.

Tools for implementation of the charts are essential
	Thank you, noted. The suitability and applicability of the WHO Growth Standards in the UK is beyond the scope of this guidance. 



	Royal College of Midwives
	
	Expert Report - Handling and storage of expressed breast milk
	
	
	Recommendations must be simple to interpret and implement
	Noted, thank you.

	Royal College of Nursing
	
	General
	
	
	Women and mothers of young children would benefit from clear, easy to use information that supports them in their effort to provide good, healthy food for their young children and themselves in an accessible and practical way. Due consideration should be given to the availability of healthy food, fresh fruit and vegetables in order for this to be applicable.
	Noted, thank you. 

	Royal College of Nursing
	
	General
	
	
	Vulnerable groups and ethnic minority, asylum seekers, young mothers, travelling families and others will have specific needs that are linked to a unique set of beliefs and family behaviours. These all need special consideration and would require different approaches from practitioners and professionals. Due consideration should be given to these beliefs as well as language differences etc in order to ensure that health inequalities are addressed rather than perpetuated.
	Thank you for raising this important issue. 

	Royal College of Nursing
	
	General
	
	
	Raising awareness of the importance of good nutrition during child-bearing years of young women is an issue that needs to be an integral part of the educational curriculum. 

The earlier this starts the more likely it is to have a positive impact. With a sound foundation of individual/family knowledge, professionals and practitioners can build on this in later years.
	We will not be extending the scope of this guidance to education in schools. We may be able to address this important issue in future guidance.

	Royal College of Nursing
	
	General
	
	
	We recognise that specific nutritional advice is developed by different government departments and arms length bodies but recommend that there is joined up working and cross referencing to avoid duplication and confusion both amongst members of the public as well as professional groups. 

Consistency of advice and information is crucial to achieving the intended outcomes of improved nutrition in the population at large and for this group in particular.
	Noted, thank you. NICE will liase with the relevant departments and bodies to ensure that this guidance is ‘joined up’. 

	Scientific Advisory Committee on Nutrition
	
	Evidence Summary - Pregnancy Review
	General
	
	The stated aim of the review is to assess “The effectiveness of public health nutrition interventions provided pregnant women that aim to improve pregnancy outcomes”. The effectiveness of dietary/nutritional ‘interventions’ is best measured in terms of changes in nutrient status and it would have been useful to see this outcome dealt with separately in the summary. The effect of the ‘interventions’ on biological outcomes - ‘birth weight’ and ‘maternal health in the short and long term’ is much more difficult to quantify. The logic behind choosing birth weight as one of the few key indicators of the efficacy of dietary/nutritional interventions is not clear. There is very little data to suggest that, in developed countries at least, birth weight is responsive to the intake of nutrients. Birth weight is therefore not a good indicator of the effectiveness of ‘interventions’. There is probably more evidence that gestational age is responsive to nutrition than birth weight and this could have usefully been considered as a primary outcome with birth weight. Probably the biggest determinant of birth weight is smoking but I could not find any discussion of the effects of the various ‘interventions’ on other health related behaviours such as smoking.
	Thank you for raising these important issues. 

Smoking cessation services and smoking cessation in pregnancy will be addressed in separate guidance to be published in February 2008.

	Scientific Advisory Committee on Nutrition
	
	Evidence Summary - Pregnancy Review
	General
	
	This is only the executive summary but important omissions in the analysis and the studies highlighted give some cause for concern that the overall analysis represents an incomplete picture of the evidence linking nutrition to health in pregnancy. For example: There are many more recent references to diet in pregnancy than the Rogers and Emmett paper; e.g. (Attree, 2005;Erkkola et al., 1998;Robinson et al., 2004;Rogers & Emmett, 1998;Turner et al., 2003). There was a large RCT of folic acid in pregnancy referred to recently in terms of long term maternal health (Charles et al., 2004); this particular analysis has significant weaknesses but the original study reports a number of other outcomes which are relevant here. There are also numerous reports of fish/ fish oil interventions in pregnancy, with some very large RCTs looking primarily at effects on gestational age. Omega-3 fats have also been studied extensively in relation to visual and brain development in the offspring but this does not seem to be reflected in the executive summary. There are other examples (see reference list at end)
	Thank you for these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.



	Scientific Advisory Committee on Nutrition
	
	Evidence Summary - Pregnancy Review
	Background
	1
	Second paragraph, second sentence states that FSA "(advises) eating...lean meat", whereas the FSA wording is: "foods rich in protein such as lean meat and chicken, fish (aim for at least two servings of fish a week, including one of oily fish), eggs and pulses (such as beans and lentils)."
	Thank you, this section will be amended accordingly. 

	Scientific Advisory Committee on Nutrition
	
	Evidence Summary - Pregnancy Review
	Methods: selection criteria
	1
	First paragraph, third sentence - “..populations that had nutrition levels..” Nutrition levels is not an appropriate description.
	Thank you, this section will be amended accordingly.

	Scientific Advisory Committee on Nutrition
	
	Evidence Summary - Pregnancy Review
	Methods: selection criteria
	1
	Second paragraph, first sentence - “..inform the searches of a second search of the literature which looked for systematic reviews,..” Poor phrasing.
	Thank you, this section will be amended accordingly.

	Scientific Advisory Committee on Nutrition
	
	Evidence Summary - Pregnancy Review
	
	
	Reference list

Attree, P. (2005). Low-income mothers, nutrition and health: a systematic review of qualitative evidence. Matern.Child Nutr. 1, 227-240.

Charles, D., Ness, A. R., Campbell, D., Davey, S. G., & Hall, M. H. (2004). Taking folate in pregnancy and risk of maternal breast cancer. BMJ 329, 1375-1376.

Erkkola, M., Karppinen, M., Jarvinen, A., Knip, M., & Virtanen, S. M. (1998). Folate, vitamin D, and iron intakes are low among pregnant Finnish women. Eur.J Clin.Nutr. 52, 742-748.

Robinson, S. M., Crozier, S. R., Borland, S. E., Hammond, J., Barker, D. J., & Inskip, H. M. (2004). Impact of educational attainment on the quality of young women's diets. Eur.J Clin.Nutr. 58, 1174-1180.

Rogers, I. & Emmett, P. (1998). Diet during pregnancy in a population of pregnant women in South West England. ALSPAC Study Team. Avon Longitudinal Study of Pregnancy and Childhood. Eur.J Clin.Nutr. 52, 246-250.

Turner, R. E., Langkamp-Henken, B., Littell, R. C., Lukowski, M. J., & Suarez, M. F. (2003). Comparing nutrient intake from food to the estimated average requirements shows middle- to upper-income pregnant women lack iron and possibly magnesium. J Am.Diet.Assoc. 103, 461-466.

	Thank you for sending us these references. All the evidence has been passed to our Collaborating Centre.

	Scientific Advisory Committee on Nutrition
	
	Evidence Summary –Vitamin D
	General
	General
	We welcome the fact that NICE has reviewed this area and is responding to the problem of poor vitamin D status among some pregnant women in the UK. The rigid adherence to systematic review methodology means that NICE has been unable to take into consideration observational studies that provide insights in this area, including data from the developing world.  Nevertheless, such studies as exist in the literature would largely support the evidence statements in the consultation document.  SACN will be publishing an overview in this area shortly, which they may find helpful.
	Thank you for this comment. A brief summary of the SACN report and relevant surveillance data have been included in the full narrative review. 



	Scientific Advisory Committee on Nutrition
	
	Evidence Summary –Vitamin D
	General
	General
	NICE document draws attention to the need for further definitive RCT data on the influence of maternal D supplementation and infant 25hydroxyvitamin D concentrations and on infant outcomes (e.g. bone mineral content).  SACN would agree that such studies are urgently needed.
	Thank you for your comments.



	Scientific Advisory Committee on Nutrition
	
	Evidence Summary –Vitamin D
	Conclusions
	6
	SACN are concerned that the conclusions, unlike the other reviews, are not a summary of the evidence statements and the findings, and therefore give a negative impression.  Most particularly, the conclusions do not adequately reflect evidence statement 1, which demonstrates with good evidence that antenatal vitamin D supplementation is effective in improving the vitamin D status of Asian and Caucasian women and therefore supports SACN's recommendation that all women should take a vit D supplement in pregnancy.
	Thank you for this comment. The wording of the statements and conclusion to the review will be checked, and amended as appropriate, to ensure consistency. 



	Teenage Pregnancy Unit, Department for Children, Schools and Families (formerly Department for Education and Skills)
	http://www.joe.org/joe/2001february/rb2.html
	Evidence Summary - Pregnancy Review
	
	5
	Please consider for effectiveness of education intervention for teenagers: Hermann J, Williams G, Hunt D. Effect of nutrition education by para-professionals on dietary intake, maternal weight gain and infant birthweight in pregnant Native American and Caucasian adolescents. Journal of Extension, 2001 39(1) http://www.joe.org/joe/2001february/rb2.html
	Thank you for providing these references. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the guidance.

	Teenage Pregnancy Unit, Department for Children, Schools and Families (formerly Department for Education and Skills)
	
	Evidence Summary - Pregnancy Review
	
	6
	Please consider for effectiveness of food support / multiple interventions: Buescher PA et al (1993). Prenatal WIC participation can reduce low birth weight and newborn medical costs: A cost-benefit analysis of WIC participation in North Carolina. J Am Diet Assoc 93: 163-177 (referenced in Economic Review for women but not considered for effectiveness of intervention) 
	Thank you for providing these references.As advised above, this evidence has been passed to our Collaborating Centre for assessment.

	Teenage Pregnancy Unit, Department for Children, Schools and Families (formerly Department for Education and Skills)
	http://www.ajcn.org/cgi/content/abstract/45/1/29

	Evidence Summary - Pregnancy Review
	
	6
	Please consider for effectiveness of food support on impact on subsequent pregnancies: Caan B et al (1987) Benefits associated with WIC supplemental feeding during the interpregnancy interval. American Journal of Clinical Nutrition 45:29-41

http://www.ajcn.org/cgi/content/abstract/45/1/29
	Thank you –as above..

	Teenage Pregnancy Unit, Department for Children, Schools and Families (formerly Department for Education and Skills)
	http://www.adajournal.org/article/PIIS0002822397002125/abstract
	Evidence Summary - Pregnancy Review
	
	6
	Please consider for effectiveness of food support: Dubois S et al (1997). Ability of the Higgins Nutrition Intervention Programme to improve adolescent pregnancy outcomes. J Am Diet Assoc 97(8):871-8.

http://www.adajournal.org/article/PIIS0002822397002125/abstract
	Thank you –as above.

	University of Nottingham - Division of Midwifery
	
	Economic Appraisal - Cost effectiveness of breastfeeding support
	
	
	This is unequivocal in nutritional/health and social costs both for the child in question and their family.
	I assume that this means that cost effectiveness has already been proved. While it is clear that the effectiveness of breastfeeding has been proved beyond reasonable doubt, there is clearly a point at which additional resources to promote breastfeeding would not be cost effective. Economic analysis tries to find that point.

	University of Nottingham - Division of Midwifery
	
	Evidence Summary - 0 to 6 months
	
	
	This concurs with practice in that good antenatal preparation will always make the postnatal breastfeeding advice and support is more effective. Most women postnatally will be timid in seeking advice so an automatic contact from a health professional will always be more effective than expecting them to admit that there is a problem. As indicated this may be a phone call which doesn’t appear as overbearing.
	Noted, thank you. 

	University of Nottingham - Division of Midwifery
	
	Expert Paper – Growth Monitoring
	
	
	The sooner the new WHO charts are introduced with clear indications for action and training on expectations for growth the clearer the picture will be for women with fewer missed difficulties and reduced unnecessary referrals causing anxiety for women and families.
	Thank you, noted. 

	University of Nottingham - Division of Midwifery
	
	Storage of EBM
	
	
	This guidance is a little mixed but the general picture hasn’t altered and in practice clinicians tend to ere on the side of caution.
	This testimony is intended to inform the guidance. Thank you for your helpful observation. 

	University of Southampton
	
	General
	
	
	The documents represent a helpful assimilation of many elements of the published literature relating to interventions in maternal and infant nutrition.  However, the rapid reviews are not comprehensive in their coverage.  For example, in relation to nutrition in pregnancy, an important trial by Khoury et al (Am J Obstet Gynecol 2005) has been omitted; there are other examples, which presumably would have been included within a systematic, rather than rapid, review.
	The evidence review although rapid was conducted in a systematic fashion. Thank you for providing this reference. All the evidence has been passed to our Collaborating Centre to assess against the inclusion criteria. Any new evidence which meets these criteria will be included in the appropriate evidence review as it is updated and will inform the final guidance.

	University of Southampton
	
	General
	
	
	There has been no more than a partial assessment of the observational literature.  In a field in which the evidence base from trials is so limited the observational literature can give important guidance on policy issues.
	Thank you for raising this issue. Where systematic review and intervention data was lacking, observational data was used. In areas where sufficient review and intervention data was available, observational data was not sought.  

	University of Southampton
	
	General
	
	
	There appears to have been no assessment of the qualitative literature, which is a potentially important source of evidence in this specific field.
	Qualitatiive data was used to provide important process information on effective interventions. Although a full assessment of the qualitative data was outside the remit of this guidance, the recommendations are field tested using a qualitative methodology.  

	University of Southampton
	
	General
	
	
	Although the conclusions highlight the limited evidence base in the field, the need for new primary research is not explicit.  This is a particular concern given the emerging evidence of the long-term? Public health implications of poor maternal and infant nutrition.
	Thank you. The final guidance will include research recommendations where we will have the opportunity to raise these issues. 

	Walsall Hospitals NHS Trust
	
	Evidence Summary - 6 to 24 months
	
	1, para 3
	Use of the word puree is not appropriate for a baby of six months, his developmental readiness means that mashed foods should be used - this is in line with the wording used by the Dept of Health in their weaning leaflet.  Wording should be consistent to reduce confusion of information/advice - purees were needed for a baby weaned under four months.
	Thank you for this helpful observation. 

	Walsall Hospitals NHS Trust
	
	Evidence Summary - 6 to 24 months
	
	1, para 4
	Again recommending to mash at 9 months is confusing, Dep of Health leaflet (page 12) mentions 'minced/chopped'. Finger foods can be introduced once a baby can pick up food and put to mouth - this maybe from about 6 months and not 9 months (page 7).
	Noted, thank you.

	Walsall Hospitals NHS Trust
	
	Evidence Summary - 6 to 24 months
	
	2, para 1
	Breastmilk is recommended as a main drink if a mother is still breastfeeding by WHO into the second year.  This sentence implies that cows milk should replace breastmilk as a drink.  
	Noted, thank you.

	Walsall Hospitals NHS Trust
	
	Expert Report – Growth Monitoring
	
	
	I think this chapter is excellent, I would like to see any recommendation re weighing/monitoring based on this work, all very long overdue
	Thank you.
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Andrew Dillon – Chief Executive 
Prof Peter Littlejohns – Clinical and Public Health Director  
National Institute for Health and Clinical Excellence 
MidCity Place 
71 High Holborn 
London  
WC1V 6NA 
 
7th August 2007 
 
Dear Sirs 
 
Re: Maternal and child nutrition: Draft Guidance  
 
Further to our original letter of 1st May, and subsequent letter of 4th July in response to 
Professor Kelly and Dr Williams’ comments, we note that although their letter of June 
7th stated that our correspondence would be posted on the NICE web site – to date this 
has not occurred and indeed it would seem that none of the Stakeholder feedback to 
the consultation on evidence has been posted either.  
 
Having undertaken extensive consultation and received constructive feedback to 
ensure that the evidence presented to the PDG is complete, balanced and up to date 
(as Prof Kelly and Dr Williams note in their letter) we are extremely concerned that 
none of this feedback has been made available for public review. This indeed seems at 
some odds with the statement in their letter that the ‘process was open, transparent 
and available for public scrutiny on the NICE web site’. 
 
As independent and mainstream practitioners it is our wish to have our serious 
concerns aired in the public domain. We urge NICE to make publicly available all 
feedback on the evidence consultation process and the current draft guidance. In the 
interests of transparency, ideally this should be through the NICE web site to allow it to 
be dealt with in a measured way before the adoption of any formal guidance. Please 
confirm that this will indeed occur in a timely fashion. This is too important an area of 
public heath to do otherwise.  
 
As things stand it might appear, albeit unintentionally, that the committee involved 
intend to promote their personal views without taking account of the feedback of 
mainstream professionals and scientists in the field.  
 
Yours sincerely (Signatories arranged alphabetically) 
 


 
Prof Ian Booth, Leonard Parsons Professor of Paediatrics & Child Health, Institute of 
Child Health, University of Birmingham 


 
Dr Carol Cooper, General Practitioner, London  


BY Postal Mail 
BY FAX: 020 7067 5801 
By EMAIL: nice@nice.org.uk 
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Dr Mary Fewtrell, Reader in Childhood Nutrition and Honorary Consultant 
Paediatrician, MRC Childhood Nutrition Research Centre, Institute of Child Health, 
London  


 
Prof Frank Furedi, Professor of Sociology, University of Kent at Canterbury 


 
Kate Harrod-Wild, Paediatric Dietitian, Shropshire  


 
Prof Alan Lucas, Director, MRC Childhood Nutrition Research Centre, Institute of Child 
Health, London and MRC Clinical Research Professor, UCL Chair in Paediatric 
Nutrition, Honorary Consultant in Paediatrics 


 
Alison Wall, Health Visitor, Hertfordshire 


 
Dr David Wilson, Senior Lecturer in Paediatric Gastroenterology & Nutrition, Royal 
Hospital for Sick Children, Edinburgh 
 
Please reply c/o corvus, PO Box 155, UCKFIELD TN22 4UA, UK 
 
 
 
 
Copies to: 
Prof Mike Kelly  – Centre Director, Centre for Public Health Excellence 
Dr Anthony Williams – Chair, Programme Development Group, Maternal and Child 


Nutrition 
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MidCity Place 
71 High Holborn 


London 
WC1V 6NA 


 
Tel: 020 7067 5800 


Fax: 020 7067 5801 
 


Email: nice@nice.org.uk 
www.nice.org.uk 


Professor Ian Booth and co signatories 


c/o Corvus 


PO Box 155 


Uckfield 


TN22 4UA 


10 August 2007 


 


Dear Professor Booth and colleagues 


Thank you for your letter of 7th August addressed to Andrew Dillon and 
Professor Peter Littlejohns.  


In response to your query about the stakeholder feedback, the comments 
which we have received from stakeholders about the evidence will go live on 
the NICE website on 5th October 2007.  As well as stakeholder comments, this 
will include our responses to them and our considerations of the various 
additional evidence which stakeholders have provided.  Your letters to us and 
our responses to them will be included.  


The PDG considered  the stakeholder comments and the additional evidence 
at its meeting on 4 July. The additional evidence was sent to the maternal and 
child nutrition collaborating centre. The collaborating centre is currently 
completing their updates of all the evidence reviews.  


The draft guidance was issued for consultation with stakeholders on 11 July 
and the consultation ended on 8 August. 


Fieldwork with potential users of the guidance was conducted between 16 
July and 10 August. 







The PDG will consider the updated reviews, the draft responses to 
stakeholders on the evidence including the evidence that stakeholders 
submitted, the stakeholder comments on the draft guidance and the results of 
the fieldwork at its meeting on 10 and 11 September.  It will then draft its final 
recommendations.  The final guidance is presently scheduled to be published 
on 28 February 2008. 


 


I hope this helps clarify the process. 


 


Yours Sincerely 


 


 


 


Professor Mike Kelly 


 


Director of the Centre for Public Health Excellence  
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MidCity Place 
71 High Holborn 


London 
WC1V 6NA 


 
Tel: 020 7067 5800 


Fax: 020 7067 5801 
 


Email: nice@nice.org.uk 
www.nice.org.uk 


 
 


Professor Ian Booth and co-signatories 
c/o Corvus 
PO Box 155 
Uckfield 
TN22 4UA 
 
7 June 2007 


Dear Professor Booth and colleagues 


We write in response to your letter addressed to Andrew Dillon and Peter 


Littlejohns dated 1st May 2007 and sent in response to the consultation on 


evidence informing the public health programme guidance on maternal and 


child nutrition. The letter contains some serious accusations about both the 


documents put out for consultation and the processes followed by NICE and 


the independent Programme Development Group (PDG). We believe you 


have misunderstood the purpose and nature of the evidence consultation and 


the role of the PDG.    


The evidence reviews issued for consultation were commissioned from 


academic centres appointed by NICE. The PDG is a group of independent 


experts exercising their own academic and professional judgement on that 


evidence when making recommendations. The purpose of this consultation 


phase is to ensure that the evidence presented to the PDG is complete, 


balanced and up to date. Stakeholders previously commented on the draft 


scope in 2005 and will be invited to comment again on the draft guidance to 







be issued in July 2007. Thus the entire public health guidance process 


incorporates wide consultation and regular review.  


There is no basis for the contention that the process is flawed. On the contrary 


it is open, transparent and available for public scrutiny on the NICE website 


www.nice.org.uk/page.aspx?o=phprocess. The expertise and impartiality of 


the Chair and the members of the PDG are matters of public record supported 


by open declaration of competing interests. The accusations that the PDG has 


neglected areas of work “for political reasons”, that it lacks “recognised 


impartiality”, and is susceptible to “underlying political bias” are very serious, 


as are the comments that  its work  has “apparent bias” and lacks “objectivity”.  


These appear to exceed the bounds of objective scientific criticism making 


unacceptable judgments of the expertise and motivation of the members of 


PDG and, by implication, of NICE.   Unless you or IDFA are able to provide 


independent evidence to support these allegations we expect them to be 


withdrawn immediately and unreservedly. 


In response to the other points you have made:  


o The scope of the NICE guidance has not changed. The Department of 


Health’s referral requested guidance “to improve the nutrition of pregnant 


and breastfeeding mothers and children in low income households”. The 


final scope ( see www.guidance.nice.org.uk/page.aspx?o=529430) 


issued after consultation,  clearly states that “ the overarching  question 


will be: what nutritional interventions are effective in improving the health 


of pre-conceptual, pregnant and post partum mothers and children (up to 


5 years) and reduce nutrition-related health inequalities?”  


o The evidence does need to be rigorous. However the parallel drawn 


between evaluation of pharmacological interventions and evaluation of 


public health interventions is inappropriate and simplistic. Certainly 


effective public health interventions should draw on both context free 


and context sensitive evidence but there is a shortage of controlled work 


in the field of maternal and child nutrition (as demonstrated by the 


reviews), particularly in the context of UK low income households which 







form the primary focus of the guidance. In its absence observational and 


colloquial evidence form valuable alternative sources on which to base 


public health guidance.  


o We believe you have misunderstood the role and remit of the PDG. You 


say the PDG has “addressed only a subset of questions that do not 


include a representative sample of the most pressing current issues in 


infant and child nutrition” and highlight a need to examine evidence on, 


for example “infant formula” (point 4 of bottom paragraph, first page) and 


the timing of complementary feeding (or “weaning”).  Section 4.3 of the 


scope for the guidance is specific. It reads as follows: “The guidance will 


not cover the following areas: ……”national maternal and child nutrition 


policies that are already under the remit of the Department of Health and 


the Food Standards Agency (advised by the Scientific Advisory 


Committee for Nutrition), such as the establishment of population-based 


dietary recommendations, national advice on food safety, the nutritional 


content of infant formula and the fortification of foods”.   


o The PDG is working to develop guidance that will inform and support 


local practice by identifying strategies that will improve the 


implementation and delivery of interventions comprising current 


Department of Health (DH) and Food Standards Agency (FSA) policy 


based on previous recommendations of the Committee on Medical 


Aspects of food policy (COMA) or the Scientific Advisory Committee on 


Nutrition (SACN). The population recommendation to breastfeed 


exclusively for 6 months is current policy of the DH/FSA in England, and 


of the devolved administrations in Wales and Northern Ireland. The 


composition of infant formula (and follow-on formula) and aspects of its 


appropriate use are governed by Codex and European legislation. They 


are not matters for the PDG or NICE.  


o We do not accept that there is ‘a biased attack on extensively used 


commercial infant weaning foods’. National policy, distilled in guidance 


from the DH and the FSA, emphasises the important role of home-


prepared foods in complementary feeding. Moreover the reviews’ focus 







on evidence relating to promotion, support and protection of 


breastfeeding reflects a need to implement DH and FSA policy as 


deemed relevant in the scope. 


o We do not understand what is meant by “the work does not in parts 


address mothers at all”. Clearly it could not do so in all areas, but most 


of the work described specifically relates to them. Moreover the PDG 


includes three community representatives able specifically to represent 


the views of mothers.  


o The review of growth monitoring was neither intended nor claimed to be 


systematic but represents “expert testimony”, the commissioning of 


which is well established NICE practice. It was commissioned to balance 


the little available evidence from controlled studies on the use of growth 


monitoring as an intervention to promote child health with a perspective 


on variation in UK practice, particularly in primary care. It also provides 


important colloquial evidence in the form of a commentary on the views 


of mothers and professionals.  


We would like to thank you and IDFA for commenting on the evidence 


reviews. As you are aware it is normal practice for NICE in accordance with its 


process of open working to publish all comments received together with our 


responses. Accordingly we intend to publish your letter on our website, 


together with this response. 


Thank you for the interest that prompted you to write. 


Yours sincerely 


 


 


Professor Mike Kelly 


Centre Director 


Centre for Public Health Excellence 







 


Dr Anthony Williams,  


Chair, Programme Development Group, Maternal and Child Nutrition  


 


 


 






