IBFAN Comments June 2007
Parnuts Framework Directive (Directive 89/398/EEC)

Commission Directive on processed cereal-based foods and baby foods (2006/125/EC)

Parnuts framework Directive (Directive 89/398/EEC)

1
General comments on transparency and accountability

IBFAN is pleased to comment on this planned revision which in our view is long overdue. IBFAN has been concerned about the PARNUTS Directive from its inception and consider that it gives far too much power to the European Commission. Our proposals seek to ensure greater transparency and accountability and to ensure that children rights are taken into account in the drafting of legislation.
 
Several changes should be made with the aim of ensuring greater transparency and accountability. 

For example:

· The meetings of the Standing Committee on the Food Chain and Animal Health, section on General Food law should make full records of meetings, detailing the opinions of Member States and the rationale for how decisions are made. Available to the public. The summary records currently issued are inadequate.  Similar records of the working groups should be made available.

· Observers should be permitted to attend the Expert Meetings and Working Group meetings and give the opportunity to participate in discussion as is the case in Codex Alimentarius and World Health Assembly meetings.
· Parliamentarians should be consulted regarding any changes to legislation relating to products covered by the PARNUTS Directive.
· Regulatory Impact analysis should be made which take into account the health, social and environmental costs of the proposed changes.

Specific amendments: 

We recommend that the following whereas is amended or deleted: 

“Whereas the drawing-up of specific Directives implementing the basic principles of Community rules and amendments thereto are implementing measures of a technical nature, whereas their adoption should be entrusted to the Commission in order to simplify and expedite the procedure.”

Directives covered by Parnuts include those related to infant and young child feeding which are not confined to ‘technical’ issues and which have a great impact on public health policies. Parliamentarians and NGOs should therefore be consulted by the Commission regarding any changes to legislation relating to products covered by the PARNUTS Directive. It is not sufficient to consult only the Standing Committee on the Food Chain and Animal Health.

A new paragraph should be inserted stating that the all articles of the PARNUTS Directive should be in conformity with the World Health Assembly Resolutions on Infant and Young Child Feeding and the Global Strategy on Infant and Young Child feeding and the Global Strategy on Diet, Physical Activity and Health, which all EU Member States have endorsed.

2
Article 1  (iii) remove the words  “in good health” 
Despite many attempts to do so, the medical profession is unable to define the term “good health.”  The range of products includes those for infants with special medical conditions. The words are unnecessary and create loopholes. 

3
Article 9 – Notification regarding new ingredients

The PARNUTS Directive needs to be altered to permit other Directives to lay down pre-authorisation procedures for the inclusion of ingredients (at present it seems to forbid this). This is especially important in relation into breastmilk substitutes and foods for infants and young children, but also for other  products covered by this Directive which are all for very specialised purposes. The notification procedure outlined is entirely inadequate and contains numerous loopholes and exceptions, which allow for commercial exploitation to the detriment of health and the definitions regarding the scientific justification for the inclusion of new ingredients, are inadequate and out of date. 

In this context we would like to draw attention to the comments by ESPGHAN on the conclusion of the International Expert Group report 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….”

IBFAN considers 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 and that the Directives concerned should be revised to reflect this.

Commission Directive on processed cereal-based foods and baby foods (2006/125/EC)

General comments:

IBFAN welcomes the opportunity to propose suggestions for the revision of Directive 2006/125/EC.  

We strongly urge that, in addition to addressing composition issues, the labelling and marketing of the products covered by this Directive are also considered and brought up to date with current knowledge.  Apart from the welcome changes that have been made to the levels of pesticides, the Directive as it stands is based on information from ten years ago. The weaknesses in this Directive have a damaging effect on infant and young child health, not only in Europe but globally, in terms of exports and policy development.

Summary of main concerns:

The opening paragraphs of the Directive should refer to, and the articles should be in line with, the World Health Assembly Resolutions on Infant and Young Child Feeding and the Global Strategy on Infant and Young Child feeding which all EU Member States have endorsed and some have them incorporated in to public health recommendations.

· The sections on labeling should be revised to require that no product is marketed for use before the age of 6 months. (In line with the Codex Alimentarius standard on cereal based food)

· Health and nutrition claims (including in the name of the product) and all idealising images and text on labels and in marketing materials (especially those which encourage too early and inappropriate use of the product) should not be permitted.

· In the light of the actual discussion about the rising obesity concerns and the prevention of metabolic priming of infants, the maximum level of sugar should be lowered, the cereal content should be raised, cocoa should not be added before 12 or ideally 24 months, transfats should be reduced to the lowest possible level.

· The consistency of babyfoods should suitable for spoon feeding and the label should warn that the product should not be fed through a bottle.

· The labels should warn of possible contamination with Enterobacter Sakazakii and other pathogens.

· Quantitative Ingredient Declarations (QUID) labeling should be mandatory

1 Preambular paragraphs: Harmonisation with WHA Resolutions 

A new Preambular Paragraph should be inserted stating: 

 “This Directive covers processed cereal-based foods and other baby foods intended for feeding infants as a complementary food generally from the age of 6 months onwards, and for feeding young children as part of a progressively diversified diet, and its application shall be in accordance with the Global Strategy for Infant and Young Child feeding, and subsequent World Health Resolutions.”

Rationale: All EU Member States endorse the World Health Assembly Resolutions on Infant and Young Child Feeding and the Global Strategy on Infant and Young Child Feeding. 
Preambular Paragraph 23   - Health and Nutrition claims.

This paragraph opens the door to a huge range of health and nutrition claims. It must be tightened up to include a prohibition on the use of nutrition and health claims or any claim which implies a health advantage for foods for infants and young children.
The Directive should also include a specific reference here to the 2002 WHA 55.25 which states that “the introduction of micronutrient interventions and the marketing of nutritional supplements do not replace, or undermine support for the sustainable practice of, exclusive breastfeeding and optimal complementary feeding” 
Article 1.3

Add the following sentence:

All processed cereal based foods and other baby foods should have a texture adequate for spoon feeding and the chewing capacities of infants and young children, and the labeling should warn that the product should not be fed in a bottle.  For juices, drinking from a glass or cup should be recommended.

Rationale: These foods or drinks are intended to reflect the development of the infant from sucking to chewing in the transition period of infants and young children to the stage when they can participate in family meals. 

Article 4

A new sentence should be inserted stating that: 
If cocoa is present then the product must be labelled for use after 12 months.

There are a number of concerns about the addition of cocoa to foods for infants and young children, concerns which are exacerbated when product labels carry health or nutrition claims, and convey the message that sweet chocolate flavour food is good for health.

· Baby Foods with added cocoa have the potential to create dietary preferences in favour of chocolate and other sweet foods. Diet-related, chronic diseases are prevalent in industrialized countries and are becoming an emerging nutritional problem in developing countries. 

· There is abundant literature on the ingestion of cocoa and its main CNS (central nervous system) active substances methylxanthine theobromine and caffein for mice, rats, racehorses and racing greyhounds. The following effects were detected:
· Theobromine inhibited body weight gain in rats. 

· Sertoli cells in testes seems to be the primary target for the theobromine toxicity. Caused vacuolation within the Sertoli cells, abnormally shaped spermatids and alters testis structure 

· Avoidance reactions were decreased while ambulation was increased in mice. 

· Decrease of relative length of limbs and decrease in bone vascular endothelial growth factor in offspring of mice. 

For human beings there are less published papers, but the findings can raise some concerns as to exposing infants of a young age to this CNS active ingredient. We could not find a single paper that demonstrates the safety of cocoa use in products for infants and young child feeding. Here some quotes of what the literature says:

· The results suggest that a usual dietary portion of chocolate would produce behaviourally discriminable plasma levels. 

· A normal portion of chocolate exhibits psychopharmacological activity. 

· The paper concluded with a call for caution in the use of caffein and theobromine pending further and more elaborate investigations

Article 7 

Insert a new Paragraph:  “The products covered by the provisions of this standard shall be prepared, stored and handled in accordance as to prevent contamination with Enterobacter sakazakii or its multiplication in the ready to feed product. Clear preparation and storage instructions and a warning should be on the label to inform care givers.

As the pathogen Enterobacter sakazakii has been shown to be present in cereal-based foods supplemented with powdered infant formula, special hygienic measures should be taken during the manufacturing process and warnings placed on the labels to inform caregivers of the possible risk of microbial contamination of these products. 

Article 8

Change to: The stated age shall not be less than 6 months for any product.

Rationale: The Directive must be brought into line with the Codex Standard for Processed Cereal-based Foods for Infants and Young Children (codex stan 074-1981, rev. 1-2006)  which states in the scope: “This standard covers processed cereal-based foods intended for feeding infants as a complementary food generally from the age of 6 months onwards, taking into account infants’ individual nutritional requirements, and for feeding young children as part of a progressively diversified diet, in accordance with the Global Strategy for Infant and Young Child Feeding and World Health Assembly Resolution WHA54.2 (2001).”
Breastfed infants: All EU Member States endorse the Global Strategy on Infant and Young Child Feeding and WHA Resolutions and over 80 countries, including 12 European countries (8 in the EU) have policies recommending exclusive breastfeeding for 6 months.  
  The Global Strategy contains many references to complementary feeding and are unequivocal in the recommendation that exclusive breastfeeding for 6 months followed by continued breastfeeding alongside appropriate complementary feeding with local and indigenous foods for to two years and beyond is the optimal way to feed a child. 
 

Formula fed infants: On the basis of studies of formula fed infants carried out by Infant Formula Manufacturers, even manufacturers currently recommend the introduction of complementary feeding after 6 months for the sake of allergy prevention. It seems that no nutrient deficiency has been noticed by them for babies fed up to six months with infant formula. Similarly, according to the UK Scientific Advisory Committee on Nutrition, Subgroup on Maternal and Child Nutrition, “Based on the small amount of evidence available, Members were unable to identify any significant risk associated with delaying the introduction of complementary feeding to 6 months in bottle fed infants.”

The UK policy on Maternal and Infant Nutrition recommends that the recommended age for introducing solids for all infants is 6 months: “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.” 

New Operative Paragraph:  Health and Nutrition Claims. 

An Operative Paragraph should be inserted stating that “Health and Nutrition claims (including in the name of the product) and idealising images and text (especially those which encourage too early and inappropriate use of the product) should not be permitted.”
Rationale: Claims of nutritional superiority, equivalency or health benefits commercial foods for infants and young children are invariably misleading to parents. Nutrition and health claims are not the same as nutrition information (which is essential) and are intended to create a perceived advantage, or to “idealize” the product.   

“The problem with nutrient-by-nutrient nutrition science is that it takes the nutrient out of the context of food, the food out of the context of diet and the diet out of the context of lifestyle"  Marion Nestle, New York University.

New Operative Paragraph: 

Quantitative Ingredient Declarations (QUID) labeling should be mandatory
Rationale: Quid would improve consumer capacity to make the most advantageous food choices especially for those with increased nutritional such as infants and young children. QUID would provide an incentive for food manufacturers to improve the quality of their products and would help ensure better nutrient consistency especially in foods for young children, where compositional standards are critical. QUID would be a disincentive to manufacturers to fluctuate product composition to enhance textural or physical features of the product. 

Changes to Annex 1

1. Cereal Content

Description: Change "25 %" to at least “50%”, or ideally “75%.” 

Rationale:

If a complementary food is named "cereal-based" it should have more than 25% cereal content.  It is misleading to parents to have only 25% of the product as cereal.  

3. Carbohydrates

The Maximum permitted level of added sugars should be substantially reduced. 

Evidence continues to mount that breastfeeding and appropriate and timely complementary feeding provides an ideal window of opportunity for obesity prevention and may help in the development of taste receptors and appetite control. Not only are the sugars in processed baby milks and foods very different from those found in breastmilk and fresh foods but the levels present are often far too high. 

The high level of sugar permitted in this Directive calls into question commitment of the European Community to seriously tackle the underlying causes of obesity and the prevention of chronic diseases. The EU should be raising standards and assisting governments to protect health, and instead they are supporting the food industry’s attempts to hook children onto sweet cereals.  The Directive has already had a damaging effect on global policy making.  At the Codex Nutrition Committee meeting in Thailand in November 2006, a proposal by Thailand to reduce the maximum sugar levels in the Codex Standard on Cereal-based foods for infant and young children to below those permitted in the EU Directive was not taken up because of opposition by the European Commission and United States – even though the proposal was in line with WHO/FAO  Expert Consultation on Diet, Nutrition and the prevention of Chronic Diseases (WHO TRS 916) 
  The Thai proposal contains numerous references relating the impact of infant and young child feeding on health. 

It is important to note that while the Codex Committee decided not to undertake new work on the revision of the Standard for Cereal Based Foods, it was noted that this question maybe reconsidered when more experience had been gained with the application of the standard.
 

4.2 Lipids 

Transfats should be reduced to the lowest possible level.

� 	Convention of the  Rights of the Child. (Article 24)  � HYPERLINK "http://www.unhchr.ch/html/menu3/b/k2crc.htm" ��www.unhchr.ch/html/menu3/b/k2crc.htm�


States Parties recognize the right of the child to the enjoyment of the highest attainable standard of health and to facilities for the treatment of illness and rehabilitation of health. States Parties shall strive to ensure that no child is deprived of his or her right of access to such health care services.


(e) To ensure that all segments of society, in particular parents and children, are informed, have access to education and are supported in the use of basic knowledge of child health and nutrition, the advantages of breastfeeding, hygiene and environmental sanitation and the prevention of accidents





� 	ESPGHAN Comments on the Circular Letter CL 2005/53-NFSDU and on the Synopsis of comments received until 30 April (prepared by Germany) “The question arises whether the ranges of nutrient levels in infant formulae that are reported by ISDI, without documented occurrence of side effects, suffice to establish a “history of safe use”, or even of adequacy of such nutrient levels for infant formulae. ISDI suggests that a history of apparently safe use of products might be based on the use of commercially produced infant formula and the monitoring of spontaneous consumer reports of observations that may indicate a problem with a specific batch of formula. In some areas, such as Europe, Israel and the USA, there are consumer phone line services have been established where parents may call in, usually free of charge, to place questions or complaints to the manufacturer or distributor of an infant formula. ISDI explains that such customer reports are monitored and should provide a tool for post-marketing surveillance of infant formula safety. Based on the evaluation of these consumer phone line services and the absence of detected serious side effects, ISDI implies that a history of safe use has been established for the nutrient levels reported in their compilation. 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.”











� 	ICDC Legal Update  March 2005. Azerbaijan, Belarus, Bosnia, Bulgaria, Czech Republic, France, Georgia, Germany, Luxembourg, Netherlands and Slovakia and UK





� 	WHA Res 39.28 1986  states that “any food or drink given before complementary feeding is nutritionally required may interfere with the initiation or maintenance of breastfeeding and therefore should neither be promoted nor encouraged for use by infants during this period”


WHARes 47.5 1994 urged Member States to ensure that health personnel are trained on “fostering appropriate complementary feeding practices from the age of about six months, emphasizing continued breastfeeding...”


WHA Res  49.15 1996 urged Member States to ensure that: “complementary foods are not marketed for or used in ways that undermine exclusive and sustained breastfeeding.”


WHA 54.2 2001 : “improve complementary foods and feeding practices by ensuring sound and culture-specific nutrition counselling to mothers of young children, recommending the widest possible use of indigenous nutrient-rich foodstuffs” 


WHA Res 55.25 (2002)  “exclusive breastfeeding for the first six months of life and complementary feeding of indigenous foodstuffs and local foods with breastfeeding to two years or beyond...the introduction of micronutrient interventions and the marketing of nutritional supplements should not replace, or undermine support for the sustainable practice of, exclusive breastfeeding and optimal complementary feeding;





� 	Scientific Advisory Committee on Nutrition, Subgroup On Maternal And Child Nutrition29th September 03


http://www.sacn.gov.uk/meetings/subgroups/maternal/2003_09_29.html


� 	� HYPERLINK "http://www.ibfan.org/site2005/Pages/article.php?art_id=436&iui=1" ��http://www.ibfan.org/site2005/Pages/article.php?art_id=436&iui=1�





� 	Discussion paper on the revision of section 3.4 "carbohydrates" of the codex standard for processed cereal-based foods for infants and young children (prepared by Thailand)  CX/NFSDU 06/28/10





� 	Sugar Rush: �HYPERLINK "http://www.guardian.co.uk/food/Story/0,,2013348,00.html"��www.guardian.co.uk/food/Story/0,,2013348,00.html�
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