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SECTION A:  INFANT FORMULA  

1. SCOPE

1.1 DELETE the word “normal” to read:

This section of the standard applies to infant formula in liquid or powdered form intended for use, where necessary, as a substitute for human milk in meeting the nutritional requirements of infants. 

The word “normal” should be deleted, as it would be erroneous to assume that the full complement of nutrients required by infants can be provided by an infant formula. 

1.2 DELETE the word “healthy” from the second sentence to read:

“No product other than infant formula may be marketed to or otherwise represented as suitable for satisfying by itself the nutritional requirements of normal infants during the first months of life”. 

The word “healthy” has not been defined by the Codex Alimentarius, nor by the World Health Organization. The Scope of section B should specify the conditions of infants needing the products categorized as “formulas for special medical purposes intended for infants”.

1.4 DELETE the words “should take into account” and insert “shall be in conformity with” and remove the square brackets around WHA Resolution 55.25 (2002) to read:

“The application of the Standard shall be in conformity with the recommendations given to countries under the International Code of Marketing of Breast-Milk Substitutes (1981) the Global Strategy for Infant and Young Child Feeding and World Health Assembly Resolution 54.2 (2001), WHA Resolution 55.25 (2002) and subsequent relevant resolutions of the WHA.

Rationale:

Breast milk substitutes are unlike any other food on the market in that they replace breastfeeding – the optimum way to feed infants. 

This Codex Standard should take particular note of all WHA Resolutions on this subject and in order to keep pace with marketing developments and scientific knowledge, steps should be taken to ensure that revisions are made whenever any significant public health measure is adopted by the WHA as recommended by the 2005 WHA Resolution 55.32 which urges Member States:

Para 1 (10) to ensure that all national agencies involved in defining national positions on public health issues for use in all relevant international forums, including the Codex Alimentarius Commission, have a common and consistent understanding of health policies adopted by the Health Assembly, and to promote these policies;

The Resolution specifically REQUESTS the Codex Alimentarius Commission:

2 (1) to continue to give full consideration, when elaborating standards, guidelines and recommendations, to those resolutions of the Health Assembly that are relevant in the framework of its operational mandate;

(2) to establish standards, guidelines and recommendations on foods for infants and young children formulated in a manner that ensures the development of safe and appropriately labeled products that meet their known nutritional and safety needs, thus reflecting WHO policy, in particular the WHO global strategy for infant and young child feeding and the International Code of Marketing of Breast-milk Substitutes and other relevant resolutions of the Health Assembly;
Scientific evidence has consistently demonstrated that artificial feeding increases mortality rates, increases rates for illnesses such as infectious diseases, chronic diseases and auto-immune diseases, offers less than optimal development and growth, lowers cognitive and visual development and increases the risk of obesity. The seven-year study carried out by the WHO shows that babies exclusively breastfed for six months are healthier and leaner than artificially fed babies.
 The benefits of breastfeeding extend throughout the whole life cycle. Breastfeeding and appropriate complementary feeding help fulfil the Millennium Development Goals and have the potential to reduce under-5 mortality by 19%. 
 

2. DESCRIPTION

2.1.1 Change to read:  Infant formula means a breast-milk substitute specially manufactured to satisfy, by itself, the nutritional requirements of infants during the first SIX months of life, up to the introduction of appropriate complementary feeding. 

· Rationale: This Standard should be in conformity with and support the Resolution which was adopted by the World Health Assembly in 2002 and which is already incorporated into  82 national policies, including 12 countries in the European region. 
 Manufacturers should be encouraged to ensure that their products are nutritionally adequate and to change labelling accordingly. This would prevent confusion over the introduction of complementary feeding and the overfeeding of infants with all the resulting consequences, including an increase in obesity.

2.1.2 
DELETE the words “is so processed by physical means only” and replace with “must be processed” to read:

Infant formula must be processed and packaged as to prevent spoilage and contamination under all normal conditions of handling, storage and distribution in the country where the product is sold.  

3. essential composition and quality factors

3.1.1 REWORD the first sentence to read:

“Infant formula is a product based on milk of cows or other animals and/or other edible constituents of animal, including fish, or plant origin, which have been proven, through independent research to be suitable for infant feeding. The nutritional safety and adequacy of infant formula shall be demonstrated  by independently-funded and systematically- reviewed  research to support growth and development of infants

The wording in the previous draft which noted all possible ingredient sources should be retained. This is more informative for consumers. To omit this information could be deceptive for consumers.

NOTE: The use of soy as a major ingredient should be reviewed. (See appended comment on the use of soy-based infant formulas.)

b) Lipids

CHANGE the text to read:

No non biologically produced trans fatty acids should be permitted.
c) Carbohydrates
Lactose is the predominant carbohydrate found in human milk, which contains on average 7.3 g/dl or 10g/100kcal to provide about 40% of the infants energy needs.

Additionally human milk carbohydrates are made up of small amounts of 50 oligosaccharides of varying structures.

 The lactose content in all routine infant formulas should be as close to the level in human milk as possible. 

Starches are not present in human milk and infants under the age of four months do not have the enzymatic capacity to digest starches. Therefore starches should not be permitted for infant formulas promoted for use by infants less than four months of age.

The use of non-human milk carbohydrates should not be fixed in gram/100 kcal but related to their relative sweetness compared to lactose.

3.2 Optional ingredients

Optional ingredients should be kept to a minimum.  Ingredients should be permitted for use in breastmilk substitutes only when shown by independently-funded research to be safe and essential for infant health. Conversely, if an ingredient is essential for health and has been shown to be safe through independently-funded and systematically-reviewed research, it should be a legally required ingredient available to all infants. 

The presence of numerous optional ingredients creates double standards. All infants who are artificially fed should be assured the safest and most nutritious substitute possible.  

Optional ingredients encourage the use of claims which have the effect of promoting different types of formulae. 

It is essential that all ingredients used in breastmilk substitutes and foods for infants and young children undergo a through system of pre-market approval or pre-authorisation. 

In this context we would like to draw attention to the comments by  ESPGHAN on the conclusion of the International Expert Group report (1) on the composition of infant formulae. 
 and the issue of established history of apparently safe use.  ESPGHAN rightly comments that problems with infant formulas are not always disclosed,  and one should certainly not rely - as ISDI suggests - on consumer phone lines (especially industry-sponsored ones)  as evidence of safe use. 

“ESPGHAN wishes to emphasize that there is no evidence available to show that the evaluation of consumer phone line services is sensitive enough to detect adverse effects of infant formulae. On the contrary, for example the very severe adverse effects recently induced by an infant formula with inadequate contents of vitamin B1 (thiamine), which resulted in failure to thrive, severe neurological damage, severe lactic acidosis and even infant deaths (2-4), were not detected by the distributor’s consumer phone line services….”

The leading health and consumer bodies that have commented on Recast Directive on Infant formula proposed by the European Commission agree that if an ingredient is essential for health and has proven to be safe by independently funded and reviewed research, then it should be a mandatory requirement for all formulas.   

3.2.1. CHANGE text to read:
In addition to the compositional requirements listed under 3.1.3,  ingredients may be added only if demonstrated by independently-funded and systematically reviewed research to be safe and essential for infant health and should be used only after approved of the appropriate national authority. in order to provide substances ordinarily found in human milk and to ensure the formulation is suitable as the sole source of nutrition for the infant. or to provide other benefits that are similar to outcomes of populations of breastfed babies.
 No nutrition or health claims or comparative claims may be made for these infant formulas.

3.2.2. CHANGE the text to read:

The suitability of ingredients that may be added for the particular nutritional uses for infants, must be demonstrated through independently funded and systematically reviewed research, to be bio-available, safe,  have no unintended side effects and have the ability to achieve the intended effect, taking into account the levels present in human milk  as appropriate.
3.5 Purity Requirements

CHANGE to read:

All ingredients shall be as free from chemical and microbial contamination as possible, of good quality, safe and suitable for ingestion by infants. They shall conform to optimal quality requirements, such as colour, flavour and odour. 

3.6. Specific Prohibition

DELETE brackets and retain text with additions to read:

The product and its components shall not contain commercially produced hydrogenated oils and fats, shall not have been treated by ionizing radiation and shall not contain ingredients modified through genetic engineering. 

4. Food Additives

Thickening agents, emulsifiers and antioxidants are not needed in infant formulas. These non-nutritive chemicals expose infants to needless additives when the infant is already exposed to a large number of foreign substances present in infant formulas. As well formula fed infants are in an immunologically deprived status and less able to handle unnecessary chemicals.

Cosmetic ingredients are frequently used to please the parents rather than providing for the infant’s needs. 

No ingredient should be added unless it has been demonstrated to be safe, by means of independently-funded, and systematically-reviewed scientific research. 
.

5. Contaminants

5.1 REWORD to read:

The product shall be prepared with special care under good manufacturing practices, so that residues of those plant protection substances which may be required in the production, storage and processing of the raw materials or the finished food ingredient do not remain, or if technically unavoidable, do not exceed a maximum level of 0.01 mg/kg for each substance in the product as sold.

This is in accordance with the European legislation.   

5.2 DELETE current text and reword to read: 

The product shall be free from residues of hormones, antibiotics, N-nitrosamines, nitrates, heavy metals, mycotoxins, as determined by agreed analysis, and free from other contaminants, especially pharmacologically active substances such as phytoestrogens.

Infant formula is the sole food for infants for the first six months of life and should be free from all contaminants, including residues of hormones and antibiotics. The use of soy-based infant formulas should be reviewed. See Appendix A.

6. Hygiene

6.1 DELETE “it is recommended that” and insert “shall” to read:

The product covered by the provisions of this standard shall be prepared and handled in accordance with….
6.2 REWORD to read: 

The product shall comply with any microbiological criteria established in accordance with the principles for the Establishment and Application of Microbiological Criteria for Foods (CAC/GL 21-1997; and shall be free from pathogenic microorganisms, parasites and any other hazardous or deleterious substances

9. Labelling     

9.1 The Name of the Food

INSERT: The name of the food should not be, or contain, anything which indicates or may be understood by the purchaser to be a claim of any kind or to imply a health advantage. The name should not imply that the product is like human milk.
Rationale: For example: HA or Hypollergenic (indicating possible reduction of allergy risk), AR, Staydown,  (indicating anti-reflux properties), Organic, Prebiotic, Probiotic  or Humana.  All these claims promote the product and should not be permitted.  Particular properties of products are more safely conveyed through clear nutrition labelling, or independent certification stamps,  alongside clear instructions which indicate the intended use of the product.  No claim implying a health advantage or regarding the efficacy of the product should be made or implied.

Allergenicity claims such as HA are particularly problematic and would be more safely handled with a nutrition statement such as,  ‘contains hydrolised proteins’ alongside generic product descriptions and warnings that the product should be used only on the advice and under the guidance of an independent health professional.   

Leading health and consumer organisations in the UK  and Europe have expressed concern about the use of the HA claim and challenged its legality under European legislation.  Manufacturers using the HA claim are currently required to include a warning that the product  ‘may cause an allergic reaction if given to an infant with diagnosed allergy to cow’s milk’ Although perhaps better than nothing,  this strategy is inadequate to contradict the powerful promotional message contained in the HA claim.  
.   The UK Food Standards Authority has warned against using partially hydrolysed formula with allergic infants because of the risk of a reaction.

HA or Hypoallergenic claims are not permitted in North America following Nestlé/Carnation’s launch of Good Start HA in the US in 1988, when several allergic babies suffered from anaphylactic shock.  Nine US States and the Food and Drug Administration investigated and forced Nestlé to stop using 'hypoallergenic' claims which they said were: “Misleading and deceptive...Those babies who had severe reactions to Carnation Good Start have paid a high price for the company's irresponsible conduct."

The claims for hydrolysed proteins and the development of the market for infant formulae containing partially hydrolysed proteins was underpinned by the work of Dr R.K.Chandra, a Canadian researcher who has in recent years been discredited and whose entire body of work is now under investigation.
 
Leading Swedish allergy specialist, Prof Bengt Bjorksten, questioned the European ESPGHAN support for hypoallergenic milks in 1993: "The conclusions drawn by the Committee [ESPGHAN]...differ substantially from what most American and European researchers suggest, and they are almost identical to those suggested by the company marketing the partially hydrolysed product direct to the public... Why did the Committee not properly address this important controversy but merely uncritically quote a review published in a company sponsored book by an employee of the company?" (Acta Paediatrica,1993)

The Scientific Committee for Food Report on the Revisions of Essential  requirements of Infant formulae and Follow-on Formulae also expressed concern about the validity of the claims and on Page 48 states: 

“it has been shown for some products that they were nutritionally inadequate. It is unknown if such products were removed from the market. The inherent claim that hydrolysates result in less allergic diseases cannot be deduced from technical data alone and needs substantiation in clinical trials. Surprising is the total lack of clinical studies published on follow-on formulae based on partially hydrolysed proteins.”

and on pages 50 & 51: “To our knowledge there are no systematic studies to assess growth and biological parameters of infant formulae with partially hydrolysed protein to determine the minimal safe protein content.”

and Page 161: “The Committee concludes that there is no scientific foundation to base a claim that a formula induces ‘reduction of risk of allergy to milk proteins’ or is ‘hypoallergenic’ on a content of immuno-reactive protein of less than 1% of nitrogen-containing substances, as is presently the case.” 

The properties of the product – for example, that it contains hydrolysed proteins,  can be conveyed through clear nutrition labelling alongside clear  instructions which indicate its intended use.  No claim regarding the efficacy of the product should be made or implied. 

.

9.1.2  CHANGE the text to read:

The label of the product shall indicate the nature of the protein, fat, carbohydrate or other compositional modification, including additives and optional ingredients. This information must be presented in a clear  factual and scientific manner that is not in any way promotional or idealizing.

9.1.4  ADD the following to read:

A product which contains neither milk nor any milk derivative shall be labelled “contains no milk or milk products” If the product is soy-based it must be labelled “Formula Based on Soya".

It is important for parents to know the animal or plant source of the ingredients in infant formula. A review of the use of soy-based infant formulas is needed. See Appendix A 

9.5. Information for use

9.5.1.  ADD the following paragraph to the text in 9.5.1

Consumers should be informed through labelling of the product in the form of a warning that powdered infant formula is not a sterile product and may be contaminated with pathogens that can cause serious illness and that correct preparation and handling reduces the risk of illness as recommended by WHO at the Codex Working Group in May 2006. 

The warnings must be clear, conspicuous, easy to read, explicit and understandable, giving clear preparation instructions regarding the steps that need to be taken to  decontaminate powdered formulas in order to minimize the risk of harm related to the lack of sterility.

Labels must highlight the need to prepare correctly just before feeding; have explicit preparation instructions both in text and graphic and in local languages; and instruct on the need to discard left-over feed to prevent multiplication of microbial contaminants present in the product (cf. Joint FAO/WHO workshop on Enterobacter sakazakii and other microorganism in powdered infant formula). 

The Risk Profiles of Enterobacter sakazakii in Powdered Infant Formulas tabled at sessions of the CCFH as well as the FAO/ WHO expert consultation report of the Workshop on Enterobacter Sakazakii and other microorganisms in powdered infant formula held in February 2004, make it very clear that special concern should be given to minimize the health risks associated with the contamination of powdered infant formulas.  The revision of the Proposed Draft Revised Recommended International Code of Hygienic Practices for Foods for Infants and Children will not be adequate to deal with the immediate urgency to address this serious health concern.

9.5.2 Delete “or on the accompanying leaflet” and change to “AND IN the accompanying leaflet.”

It is vital that the information is available to all carers before and after purchase.

9.6 Additional Labelling Requirements

9.6.1.e) ADD the following sentence to the paragraph to read:

Powdered infant formulas may be contaminated with pathogens that can cause serious illness and correct preparation and handling reduces the risk of illness. The contamination can occur during manufacturing or during preparation, therefore it is necessary to safeguard your infant from potential infection and it is necessary to discard any unused formula immediately after every feed.

9.6.2 CHANGE to read: 

The label shall have no pictures of infants and women nor any other picture or text or any symbols depicting a health advantage  which idealizes artificial feeding. The label must have graphics illustrating the method of preparation of the product and methods of feeding.

9.6.4 CHANGE to read:

Information shall appear on the label to the effect that infants should receive complementary food in addition to infant formula from the age over six months onward as advised by an independent health worker to satisfy their specific growth and development needs.

9.6.5 Reword to read: “Information shall appear on the label to the effect that infants should receive complementary food in addition to infant formula from the age of over 6 months as advised by an independent health worker. “

9.6.7 DELETE the square brackets and RETAIN the text to read: 

No nutrition and health claims shall be made regarding the dietary properties of the product rationale.

Nutrition and health claims are increasingly used by infant formula manufacturers to market their products. These devices undermine breastfeeding and create a misleading perception that infant formula are similar to breastmilk in efficacy as it relates to health outcomes growth and development. Such claims are used to idealize the product rather than to inform the consumer. This form of idealization is contrary to the International Code and therefore should not be permitted.

Example: currently claims for infant formula with LCPUFA are made by manufacturers to make health professionals and parents believe that this sort of formula enhances intellectual outcome or the view. 

Yet ISDI says in CX/NFSDU 03/6 page 27 on LCPUFA  “however it is not known if increases occur in neural tissues. Some studies do show a positive effect, where others were unable to measure such effects”

The Report of the Scientific Committee for Food also stated:

“Babies fed with breastmilk may have more mature sight skills and a higher IQ (Intelligence Quotient) than babies fed formula. It has been suggested that low levels of longchain polyunsaturated fatty acids (LCPUFA) found in formula may contribute to lower IQ levels and sight skills. Some formulas are available with added LCPUFA. This review of trials found that there was not enough evidence to show a longterm benefit of LCPUFA supplementation but that LCPUFA supplementation was safe. More research is needed to assess whether LCPUFA supplementation results in mild improvements in problem solving ability.
The author of the independent Cochrane review examined nine randomised controlled trials and concluded:  

“At present there is little evidence from randomised trials of LCPUFA supple-mentation to support the hypothesis that LCPUFA supplementation confers a benefit for visual or general development of term infants. Minor effects on VEP acuity have been suggested but appear unlikely when all studies are reviewed. A beneficial effect on information processing is possible but larger studies over longer periods are required to conclude that LCPUFA supplementation provides a benefit when compared with standard formula.” 

The Hambricht and Quist Spot Report on pharmaceuticals recommendation for Martek Biosciences, (manufacturers and distributers of  Formulaid, an artificial source of DHA and ARA ) referred to Formulaid as a  ‘strong buy’ on the following basis: 


"Infant formula is currently a commodity market, with all products being almost identical and marketers competing intensely to differentiate their product. Even if Formulaid has no benefit, we think it would be widely incorporated into formulas, as a marketing tool and to allow companies to promote their formula as "closest to human milk".

Nutrition claims about Fructo-oligosaccharides and galacto-oligosacharides imply that these ingredients protect babies from infection, despite the lack of evidence of the health benefits of these ingredients. The SCF report in Para 3.2.2 on the Health benefits of FOS and GOS in children stated: 

“Modifications  of the faecal microflora per se do not demonstrate the prebiotic nature of an ingredient, which by definition includes the demonstration of a beneficial effect on hosthealth. Data on potential health benefits of oligofructosyl-saccharose and oligogalactosyllactose in infants are rare. No information is available as to whether or not the supplementation of infant and follow-on formulae with oligofructosyl-saccharose and/or oligogalactosyl-lactose may have a preventive effect on the incidence of infectious and allergic disorders. Potential clinical benefits of oligofructosylsaccharose and oligogalactosyl-lactose in young infants need to be further assessed.”

It is seriously misleading and illogical for products that could contain unacceptably high levels of disease-causing bacteria to carry such claims.
The SCF report also referred to Taurine:  “It is added to many infant formulae without adverse effects and little evidence of benefit and mostly because it is found in human milk.

These examples show how claims are based on inconclusive scientific evidence. The main aim seems to be to achieve marketing advantage by misleading consumers. 
  IBFAN’s monitoring report from  69 countries, Breaking the Rules Stretching the Rules 2004,  found that 11 out of the 16 companies studies were promoting DHA and AHA with claims that it boosted intelligence.  

Given the nature of breastmilk substitutes there is a potential for any claim to promote the product over breastfeeding so it is important to prevent the use of symbols showing, for example a brain or a battery are to suggest intelligence, energy etc 
Instead of non-substantiated health claims, it would be far more appropriate to have health warnings. Formula fed have higher rates of infectious and chronic diseases and any needless increase in the use of infant formulas will result in increased risk to infant health and development.

For examples see: http://www.babyfeedinglawgroup.org.uk/monitoring/monreportcompanies.html
ADD the following text

Statements or claims that reflect ethical or religious considerations  and which influence dietary choices should not be permitted. However it is essential that manufacturers label products clearly so that all ingredients, especially those which are relevant to ethical or religious considerations are fully disclosed using QUID labelling. The products must not carry any symbols or logos which imply  health advantages other than an organic or kosher certification from an independent source. 

Religious symbols can also be promotional and can imply a special use.

It is far safer to ensure that parents are informed about the presence or absence of certain ingredients through clear information on the nutrition panel 
APPENDIX A:

Country warnings issued regarding the use of soy-based infant formulas

To date a number of countries have reviewed and issued statements of concern about the routine use of soy formulas.

UK, January 2004

Earlier this year the UK Medical Officer of Health1 reiterated that soy formulas should not be used as the first choice for the management of infants with proven cow’s milk sensitivity, lactose intolerance, galactokinase deficiency and galactosemia. The warning, based on a report by the Committee on Toxicity, notes the long-term risk posed for reproductive health linked to the high levels of phytoestrogens found in these products. The MOH also advices there are “ no health benefits associated with the consumption of soy-based infant formulas”.

British Dietetic Association, 2003

In an announcement published in the Journal of Family Health Care2, the Association notes that “Dietitians should discourage the use of soy protein in children with atopy or cow’s milk allergy in the first six months of life to avoid sensitization to soya protein and exposure to phytoestrogens while organ systems remain at their most vulnerable. This would include the use of soy infant formula…When a soy based infant formula is used parents should be informed of current findings relating to phytoestrogens and health and on the clinical need for soy formula.”

This notification follows a category of others.

Australia, March 1999  

The Australian and New Zealand Food Authority3 warn that infants fed soy formulas are exposed to 47mg of isoflavone per day and that this level is at least 240 times greater than consumed by breastfed infants. The report notes concerns about the potential to adversely affect subsequent sexual development and fertility.

New Zealand, December 1998

New Zealand’s Ministry of Health recommends4 that soy-based infant formulas should only be used under the direction of health professionals for specific medical indications. Other options should be considered first. As well clinicians are urged to be aware of the use of soy formulas and thyroid function and to consider assessment of thyroid function when satisfactory growth and development is not achieved.

Switzerland, 1997

The Swiss Commission on Food, also issues an information sheet to all paediatricians based on a review report5. This report too warns that very restrictive use should be made of soy formulas because of the potential harm from isoflavones.    
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