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IBFAN Comments on proposed revision of EU Directive on infant Formula

The main points:-
	This is an EXCELLENT TIME TO REVISE the Directives and bring them into line with the International Code, the Resolutions and the Global Strategy for optimum health of European children. That this will be in line with the wishes of the European Parliament (who voted for the Code as a Directive 3 times in the 1980s) and the Convention on the Rights of the Child (which all EU countries have ratified.)


	That there should be ONE Directive covering  these products INCLUDING foods for Special Medical Purposes (The Codex meeting in Bonn in November 2003 agreed that  one Standard for these products ) 


	That this Directive can contain recommendations for the MARKETING of other   foods, baby drinks, etc  and bottles and teats. 


	That there should be NO HEALTH CLAIMS permitted for ANY products for infants and Young Children.


	New developments in composition should be backed up by independently funded research.


	The use of Soya and follow-on milks should be questioned

That there should be NO PROMOTION of any breastmilk substitutes – anywhere. 


free and low cost supplies of breastmilk substitutes should not be allowed in any part of the health care system (special provisions need to be made for emergency relief and food aid.) 
Industry funded materials should be questioned. 
No food  other than infant formula (or a food for special medical purpose)  should be labelled as suitable for infants under the AGE of 6 months 
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COMMISSION OF THE EUROPEAN COMMUNITIES
Brussels, 5 April 2004

Working Document
Preliminary Draft
COMMISSION DIRECTIVE ../../EC
of […]
NEW TEXT: on infant formulae and follow-on formulaeon breastmilk substitutes, including foods for special medical purposes intended for infants
(Recast version)

This is a preliminary working document and does not necessarily reflect the views of the European Commission.
Draft
COMMISSION DIRECTIVE ../../EC
of […]
on infant formulae and follow-on formulae
NEW TEXT: on breastmilk substitutes, including foods for special medical purposes intended for infants
(Text with EEA relevance)
THE COMMISSION OF THE EUROPEAN COMMUNITIES,
Having regard to the Treaty establishing the European Community,
Having regard to Directive [89/398/EEC] of the European Parliament and of the Council of […] on foodstuffs intended for particular nutritional uses	OJ L 186, 30.6.1989, p. 27. Ö" Ö OJ L […], […], p. […]. Õ" Õ, and in particular Article 4 (1)  thereof,
Whereas:
 (1)Ö" Ö A number of substantial changes are to be made to Commission Directive [../../EC] on infant formulae and follow-on formulae 	OJ L 175, 4.7.1991, p. 35. Directive as last amended by Commission Directive 2003/14/EC (OJ L 41, 14.2.2003, p. 37). In the interests of clarity and better consumer protection that that Directive should be recast Õ" Õ. 
(1)	Commission Directive 91/321/EEC of 14 May 1991 on infant formulae and follow-on formulae	OJ L 175, 4.7.1991, p. 35. Directive as last amended by Directive 2003/14/EC (OJ L 41, 14.2.2003, p. 37). has been substantially amended several times	See Annex XI, Part A.. In the interests of clarity and rationality the said Directive should be codifieded.





INSERT NEW  TEXT: 
The essential composition of infant formulae and follow-on formulae must satisfy the nutritional requirements of infants in good health as established by generally accepted scientific data.
The Directive  also sets out requirements for marketing, and practices related thereto, of infant formula , formulas for special medical purposes intended for infants, other milk products, foods and beverages, including bottle-fed complementary foods, when marketed or otherwise represented to be suitable, with or without modification, for use as a partial or total replacement of breast-milk; feeding bottles and teats. 
The application of this Directive should be follow  the recommendations of the International Code of Marketing of Breastmilk Substitutes  (1981) and the subsequent relevant World Health `Assembly  Resolutions, and the Global Strategy for Infant and Young Child Feeding. 
The essential composition of infant formulae and formulas for special medical purposes intended for infants must satisfy the nutritional requirements of infants as established by generally accepted, and  independently funded, scientific data. In accordance with the above recommendations no other food should be labelled as suitable for infants below the age of six months. PAll promotion of products intended for infants under 6 months is prohibited.
Definitions of  the words ‘Promotion’, ‘advertising’, and ‘normal healthy infant’, ‘special medical purposes’, and  ‘independent’  are required
Rationale:RATIONALE  The International Code was adopted as a MINUMUM requirement for the protection of health in ALL countries.   The  10 subsequent relevant WHA Resolutions have the same status as the International Code and should be read with it as one and the same document. 
The International Code and  10 Resolutions adopted by the World Health Assembly since the adoption of the International Code in 1981 have consistently received the support of all EU member states at the World Health Assembly. All and all Member States have Ratified the Convention on the Rights of the Child whichand are obliged under Art. 24 “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, etc”.
The Wheneever European Parliament  and its committees have been given the opportunity to discuss ordebated and  voted on this subject many times and have  it has recommended that the EU adopts the International Code as a Directive forgoverning  trade within the community and all Member States and for exports to Third Countries.  
When the Internal Market Directive was adopted  the Commission indicated that the marketing of Bottles and Teats – clearly included under the scope of the international Code - would be dealt with at a later time. 
These International Code  and Resolutions were adopted as minimum requirements for ALL countries.   The WHA Resolutions have the same status as the Code and should be read together  with it as one and the same document.  With the newly The enlargement ofd European Community,  we welcome provides a long overdue and important the opportunity to bring the European Directives into conformity with the ir recommendations of the United Nations and will contribute tofor the optimum protection of health – both in the short and long term - and better provision of independent information  throughout the Communityy. 
WHO has stressed several times that all Infant formulaes, including  formulae  those for sick infantschildren,  so-called follow –on milks, baby drinks at many other foods marketed as being appropriate for  feeding to babies, (often  through a bottle)    are breastmilk substitutes in that they replace the liquid part of an infants diet which ideally should be brastmilk.   The marketing of these products is therefore covered and fall under the scope of by the International Code and subsequent resolutions.  It follows that the   all forms of promotion of these products, including any health and nutrition claims, s,  for these products is inappropriate and undermines the protection and promotion of breastfeeding and optimum infant and young child feeding.. 
(2)	The essential composition of infant formulae and follow-on formulae must satisfy the nutritional requirements of infants. DELETE:  in good health as established by generally accepted scientific data.
RATIONALE: There is no  clear definition of the  term “Good health” or ‘normal healthy infant” Five years after the adoption of Directive on dietary foods for special medical purposes (EC 199/21) there is still no clarity about which foods fall under which Directive. As a consequence the market for specialised foods has expanded, fuelled by unregulated health claims and promotional tactics  which are considered by the baby food industry to be appropriate for these products.  The claims used are invariably supported only by industry-funded research and the marketing exploits parents concerns about normal feeding occurances which are classified as “ill health” or ‘symptoms of illness’ (regurgitation, colic, meteorism, sleep disorders, intolerance, etc) Specialised formulae are often  presented as the first  option for care in these cases/ 
The EU position on foods for  special medical purposes - has contributed to significant problems and delay in the adoption of a Codex Standard on infant formula,  However, in November 2003, a compromise position was reached  at the 25th Codex Committee on Nutrition and Foods for Special Dietary Uses and it was AGREED that all infant formula  products should be  covered by the same standard.
The composition of one specialised food:  formulae with reduced lactose,  is already included  in this Directive. The compositional requirements(and any unique labelling provisions)  for the small number of specialised  formulae that might be needed for the very rare occasions when breastfeeding is either contraindicated, or where a specialised product is needed which may be harmful for normal infants could very easily be included in Annexes to this Directive.  In this way the marketing and labelling safeguards outlined by the Directive will extend to all breastmilk substitutes.

(3)  

The position taken in 1999 to control the composition and marketing of foods for infants under the more general  and very much more lax Directive on dietary foods for  special medical purposes (EC 199/21) has had a detrimental effect on infant feeding practices and health within the community.  Five years later there is still no clarity about which foods fall under which directive, and the market for specialised foods has grown, with a whole range of different foods which should be on prescription only appearing on shelves.  The market has been  fuelled by unregulated health claims  and promotional tactics  which are considered by the baby food industry to be appropropriate for these products.  The claims are  supported almost entirely by industry funded research and the marketing exploits parents concerns about normal feeding occurances.  
The proposed revision already includes one of the most commonly used products which could be called a Food for Special Medical Purpose,  lactose reduced formula.  The rationale for not including all the other products under this Directive is not clear. 
The position taken by the EU has also caused  many years of delay in the adoption of a Codex Standard on infant formula. However, in November 2003,  a compromise position was reached  at Codex whereby these products will be  covered by the same standard as infant formulas for normal  healthy infants.  Since 5 years after the Directive was adopted no definitive  list  available to say hich products are covered by which directives,  or what is meant by a ‘normal healthy infant’ it seems logical that the EU directives should follow Codex on this point and bring all products under the one overarching Directive. A separate Section B can then be inserted to deal with the composition and labelling requirements for very tiny number of products needed when breastfeeding is either contraindicated, or where a specialised product is needed which may be harmful for normal infants.   The number of products falling under this category is recognised to be very small.
On the basis of these data the essential composition of infant formulae manufactured from cows' milk proteins and soya proteins alone or in a mixture, as well as infant formulae based on protein partial hydrolysates, can already be defined. The same is not true for preparations based wholly or partly on other sources of protein. For this reason specific rules on the composition for such products, if necessary, should therefore be adopted at a later date.
RATIONALE:  Very tricky. What is the definition of “good health”? The market for special formulae expanded enormously in recent years with indications for conditions that scientific data would classify as “ill health” (regurgitation, colic, meteorism, sleep disorders, intolerance, etc) and for which special formulae are presented as an option for care, often without any kind of evidence. If the new Directive will keep this generic definition of “good health” (as established by generally accepted scientific data), special formulae will continue to proliferate. If it is impossible to define, than better delete.
The use of Soya is questioned and consistent with the precautionary principle should either either be deletedbanned or  oits availability strictly controlled.  For example, on prescription only with prominent warnings about the risks of soya for infants.
r dealt with in an entirely different way. For example the product should be available only on prescription with labels that carry clear conspicuous warnings about the risks of soya.
The UK Scientific Advisory Committee on Nutrition (http://www.food.gov.uk) and the Committee on Toxicity both warned about the potential risks of soya-based infant formulae.  As the sole nutritional intake during the first six months and a major part of intake during the following year for an infant and young child, the phytoestrogens contained in soya formulae will add to the exposure to endocrine disruptors in the prenatal phase of life. The SACN report states: “20. Based on the evidence cited in the report, SACN is in agreement that the use of soy-based infant formulae is of concern. Whilst there is clear evidence of potential risk, there is no evidence that these products confer any health benefit or therapeutic advantage over products based on cow’s milk protein isolates….there are no substantive medical or clinical indications for the use of soy-based formulae and, secondly on grounds of potentially important sequelae, principally amongst young infants. If the use of soy-based formula is to continue on “clinical” grounds, responsibility is placed upon health professionals rather than the industry and consumers. The issue appears to be one of consumer choice, but there must be an onus on industry to better inform firstly the general public and, secondly, through a health professional, parents actually using these products to feed their infants.”
Rationale: In 2003 the UK Committee on Toxicity report  stated that soya-based artificial baby milk should only be used ‘when clinically indicated’.  The Scientific Advisory Committee on Nutrition (SACN) went further and  noted that ‘there appears to be no unique clinical indication for soy-based formula’ (www.food.gov.uk/science/ouradvisors/toxicity/cot meets/cot_2003/107439/agendaTox/2003/03).

(1)	On the basis of these data the essential composition of infant formulae and follow-on formulae manufactured from cows' milk proteins and soya proteins alone or in a mixture, as well as infant formulae based on protein partial hydrolysates, can already be defined. The same is not true for preparations based wholly or partly on other sources of protein. For this reason specific rules on the composition for such products, if necessary, should therefore be adopted at a later date.
Is (3) going to be replaced by (3)bis? If not, the question of soya proteins has to be raised, because a recent report from the British Scientific Advisory Committee on Nutrition warns against effectiveness and safety of soya-based formulae.. 
Ö" Ö  (3) bis	It is important that other ingredients used in the manufacture of infant formulae and follow-on formulae are suitable for the particular nutritional use by infants and that their suitability has been demonstrated, when necessary when necessary, by appropriate studies  independent scientific evidence appropriate studies .  Guidance on the design and conduct of appropriate studies have been published by expert scientific groups such as the Scientific Committee on Food, the UK Committee on the Medical Aspects of Food and Nutrition Policy, and the European Society for Paediatric Gastroenterology, Hepatology and Nutrition.  Such guidance should be taken into considerationfollowed when ingredients are introduced into infant formulae or follow-on formulae. Õ" Õ
Delete ”when necessary”; this creates a loophole, because it is Rationale:RATIONALE:  It not clear who will decide what is necessary and what are the criteria for such decision.  It is essential that commercial companies with an interest in the outcome do not influence  these decisions regarding the rules governing the suitability of permitted ingredients.,. 
(4) Also replace “appropriate studies” with “scientific evidence”.
Infant formulae and followon formulae Ö" Ö and follow-on  Õ" Õbased on protein partial hydrolysates are distinct from semi-elemental diet products based on high degree hydrolysates used for the dietary management of diagnosed medical conditions, which are notare covered in Section 2 of byAnnex XXX of  this Directive.
RATIONALE: (4) “protein partial hydrolisates” is inconsistent with (3) “protein partial hydrolisates”. It is not at all clear why follow-on milks are permitted and under these new proposals their composition is even closer to infant formula than before. Follow on milks were invented by the baby food industry specifically to get round the restrictions of the Code. They are not necessary, cause confusion and create opportunities for inappropriate marketing which undermines infant health. It is important to recall that the WHA Resolution 39.28 adopted in 1986 requested the Director General to 
(2) to specifically direct the attention of Member States and other interested parties to the following:
 (b) the practice being introduced in some countries of providing infants with specially formulated milks (so-called "follow-up milks") is not necessary.
“protein partial hydrolisates” is inconsistent with (3) “protein partial hydrolisates”.

(5) This Directive reflects current knowledge about the products concerned Ö" Ö based on the advice of the relevant scientific advisory bodies independent from commercial interest Õ" Õ. Any amendment, to allow innovation based on scientific and technical progress, should be decided by the procedure referred to in Article 13 Ö" Ö 15(2) Õ" Õ of Directive [89/398/EC] 
RATIONALE: Many of the recommendations contained in the proposed revision of the Directive stem from the Report of the Scientific Committee on Food on the Revision of Essential Requirements of Infant Formulae and Follow-on Formulae SCF/CS/NUT/IF/65 Final 18 May 2003.)  Questions remain about the rules of transparency governing this Committee and the independence of several of its members,  some of whom have interests in the commercial production of lipids, probiotics and other ingredients of infant formula. For the establishment of consumer confidence and the protection of infant health throughout the European region it is essential that the decisions taken by the Commission regarding this important revision are truly  Add “independent from commercial interest.” . 
after “scientific advisory bodies”.
Because of the persons for whichÖ" Ö whom Õ" Õ the products are intended it will be necessary to lay down microbiological criteria and maximum levels for contaminants Ö" Ö should be laid down Õ" Õ. Given Despite the complexity of the subject these should be adopted immediately .at a later stage. 
RATIONALE: There is no explanation why microbiological criteria should be Why “adopted at a later stage.”? The recent FAO/WHO expert report clearly shows that powder formulae are systematically contaminated with Enterobacter sakazakii and has recommended that consumers and carers are . Consumers should be protected and warned about this risk  immediately,  so that they can take adequateppropriate steps can be taken.  Some might decide to  measure (or avoid  the use of formula and prefer breastmilk. ). Adequate warnings on the labels and in every publication on formula feeding should inform caregivers in order to reduce the risk for babies. If we apply thethe precautionary  principle of precaution is applied to other hypothetical risks (see also item 9 below), why shouldn’t we apply the same principle in this case, whenit should certainly be applied here where the risk is real and demonstrated. ? And  This is especially relevant to exports, since the risk in may be much higher than thought so far, especially in low-income countries and communities may be significantly greater. ?
(6)	(19) Different rules on the maximum levels of pesticide residues in the products concerned cause trade barriers between certain Member States.
(6)	Maximum levels for pesticide residues stipulated in Council Directive 76/895/EEC of 23 November 1976 relating to the fixing of maximum levels for pesticide residues in and on fruit and vegetables	OJ L 340, 9.12.1976, p. 26. Directive as last amended by Commission Directive 2003/118/EC (OJ L 327, 16.12.2003, p. 25). , in Council Directive 86/362/EEC of 24 July 1986 on the fixing of maximum levels for pesticides residues in and on cereals	OJ L 221, 7.8.1986, p. 37. Directive as last amended by Commission Directive 2004/2/EC (OJ L 14, 21.1.2004, p. 10). , in Council Directive 86/363/EEC of 24 July 1986 on the fixing of maximum levels for pesticide residues in and on foodstuffs of animal origin	OJ L 221, 7.8.1986, p. 43. Directive as last amended by Directive 2004/2/EC. , and in Council Directive 90/642/EEC of 27 November 1990 on the fixing of maximum levels for pesticide residues in and on certain products of plant origin, including fruit and vegetables	OJ L 350, 14.12.1990, p. 71.Directive as last amended by Directive 2004/2/EC. , are without prejudice to specific provisions applicable to infant formulae and follow-on formulae.
(6)	Taking into account the Community’s international obligations, in cases where the relevant scientific evidence is insufficient, the precautionary principle allows the Community to provisionally adopt measures on the basis of available pertinent information, pending an additional assessment of risk and a review of the measure within a reasonable period of time.
(6)	On the basis of the two opinions given by the Scientific Committee for Food on 19 September 1997 and 4 June 1998 there are at present doubts as to the adequacy of existing acceptable daily intake values (ADI) of pesticides and pesticide residues for the protection of the health of infants and young children. 
(6)	Therefore, as far as foodstuffs for particular nutritional uses intended for infants and young children are concerned, it is appropriate to adopt a very low common limit for all pesticides.
(6)	This very low common limit should be fixed at 0.01 mg/kg which normally is in practice the minimum detectable level.
(6)	Severe limitations on pesticide residues should be required. With careful selection of raw materials, and given that infant formulae and follow-on formulae undergo extensive processing during their manufacture, it is feasible to produce products containing very low levels of pesticide residues.
(6)	In the case of a small number of pesticides or metabolites of pesticides even a maximum residue level of 0.01 mg/kg might, under worst-case intake conditions, allow infants and young children to exceed the ADI. This is the case for pesticides or metabolites of pesticides with an ADI lower than 0.0005 mg/kg body weight.
(6)	This Directive establishes the principle of the prohibition of the use of these pesticides in the production of agricultural products intended for infant formulae and follow-on formulae. However, this prohibition does not necessarily guarantee that products are free from such pesticides, since some pesticides contaminate the environment and their residues may be found in the products concerned.
(6)	The health of infants and young children can be better protected by applying additional requirements which can be enforced by analysis regardless of a product’s origin.
(6)	Most of the pesticides which have ADI values lower than 0.0005 mg/kg body weight are already prohibited in the Community. The prohibited pesticides should not be detectable in infant formulae and follow-on formulae by state of the art analytical methods. However, some pesticides degrade slowly and still contaminate the environment. They might be present in infant formulae and follow-on formulae even if they have not been used. For the purposes of control, a harmonised approach should be followed.
(6)	Pending Commission Decisions on whether they satisfy the safety requirements of Article 5 of Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market	OJ L 230, 19.8.1991, p. 1. Directive as last amended by Commission Directive 2003/119/EC (OJ L 325, 12.12.2003, p. 41).  the continued use of authorised pesticides should be permitted as long as their residues comply with the maximum residue levels established in this Directive. The latter should be set at levels ensuring that their respective ADI values are not exceeded by infants and young children under worst-case intake conditions.
(6)	Infant formula is the only processed foodstuff which wholly satisfies the nutritional requirements of infants during the first SIX four to six months of life Ö" Ö up to the introduction of appropriate complementary feeding Õ" Õ. In order to safeguard the health of such infants it is necessary to ensure that the only products marketed as suitable for such use during the  FIRST SIX MONTHS period would be infant formulae.
RATIONALE:  The should be no controversy over this point. , All EU Member States endorsed WHA Resolution 55.4 and the Global Strategy on Infant and Young Child Feeding. The European Commission and even some sections of the baby food industry, have indicated willingness to respect them also.
Only delete “four to” and keep “six” in the text. The text as it reads (“during the first months”) can lead to confusion and to too early or too late introduction of complementary feeding. Last line: ”during the period” needs to be defined to read “the first six months”, for the same reason.
(6)	Pursuant to Article Ö" Ö [9] Õ" Õ 7(1) of Directive [89/398/EEC] the products covered by this Directive are subject to the general rules laid down by Directive 2000/13/EC of the European Parliament and of the Council of 20 March 2000 on the approximation of the laws of the Member States relating to the labelling, presentation and advertising of foodstuffs. This Directive adopts and expands upon the additions and exceptions to those general rules, where it is appropriate, in order to promote and protect breast-feeding.
In particular, the nature and destination of the products covered by this Directive require nutritional labelling showing the energy value and principal nutrients they contain. On the other hand, the method of use should be specified in accordance with point (9) of Article 3(1) and Article 11 (2) of Directive 2000/13/EC, in order to prevent inappropriate uses likely to be detrimental to the health of infants. 
(22)	Given the nature of Breastmilk Substitutes  infant formulae and follow-on formulae the detailed rules as to nutrient declaration on the labelling need to be clarified in order to avoid any problems which may arise from the application of other relevant Community legislation.
(23)	Pursuant to Article 2(2) of Directive 2000/13/EC, and in order to supply independent, objective and scientifically verified information, it is necessary to define the conditions under whichensure thatr claims about the particular composition of an infant formula are authorisedprohibited. 
RATIONALE: Nutrition and health claims idealize foods and are difficult to substantiate in an independent, scientific manner.  All the information about a product’s contents and use can be conveyed with  appropriate QUID and other labeling, so there is no need  for nutrition and health claims unless the aim is to promote  the use of the product.  It follows that nutrition and health claims should never to be permitted for infant formulas or for any foods marketed for infants and young children under 3 years of age since the optimum foods for this age range is exclusive breastfeeding until 6 months, followed by safe and appropriate complementary foods, with continued breastfeeding for up to two years of age or beyond.Severe restrictions are needed; past experience shows that claims are used as a marketing tool and undermine breastfeeding. See comments to article 7.7.
 (23) bis	INSERT NEW TEXT: It is essential that manufacturers label products clearly so that all ingredients, especially those which are relevant to ethical or religious considerations. useful for consumers to have additional information on the composition of infant formulae with respect to certain specific aspects that are relevant to ethical or religious considerations.  Therefore it is appropriate to amend the Directive to permit statements on a product that reflect ethical or religious considerations which might influence dietary choices.
RATIONALE:  It is vital that all ingredients, especially those that have particuilar ethical or religious significance are fully disclosed using QUID labelling. . Given the nature of breastmilk substitutes and the potential for claims  inevitably have the potentional to promote the product over breastfeeding,  statements or claims  Therefore it is appropriate to amend the Directive to permit statements on a product that that reflect ethical or religious considerations which might and which influence dietary choices should not be permitted. .  It is worth noting the tragic  cases in Israel in November 2003 where  several babies died   after using a  nutritionally deficient soya formula which was promoted presented as Kosher.  All these babies would be alive today has they been b
reastfed.

(24)	In an effort to provide better protection for the health of infants,  and young Children  the rules of composition, labelling and advertising laid down in this Directive should be in conformity with the principles and the aims of the International Code of Marketing of Breast-Milk Substitutes adopted by the 34th World Health Assembly, INSERT NEW TEXT: the  subsequent relevant WHA Rresolutions and the Global Strategy on Iinfant and Yyoung Child Ffeeding. DELETE: bearing in mind the particular legal and factual situations existing in the Community. 
RATIONALE:  See Note 1.bearing in mind the particular legal and factual situations existing in the Community. 
(25)	Since the 34th WHA, several ten WHA resolutions on infant feeding have been voted adopted  by EU Member States. These resolutions have the same legal status as the International Code and should therefore be included here and taken into consideration in the text as appropriate.
(25) 	Given the important role which information on infant feeding plays in decisions choosing, by parents to be and parents of infants by pregnant women and mothers of infants, about  the type of nourishment provided to their children, it is necessary for Member States to take appropriate measures in order that this information is independent  of commercial influence and provides ensures an appropriate adequate use of the products in question: when they are necessary and  in order to promote and protect breast-feeding and infant and young child health..
RATIONALE:  The changed wording and is not counter to the promotion of breast-feeding.
(26)	To adequately reflects gender issues.  It is essential to protect breastfeeding as well as promote it. ,  change “by pregnant women and mothers of infants” to “by parents to be and parents of infants”. Also, note that many EU governments  have ratified the Convention on the Rights of the Child and are obliged under Art. 24 “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, etc”.
(26)This Directive does not concern the conditions of sale of publications specialising in baby care and of scientific publications.	This Directive does not includes concerns the conditions of sale and promotion of in publications specialising in baby care and of scientific publications.

RATIONALE: 
ThereThere  is no reason – constitutional or otherwise – to stopprevent the European Community from  the EU banning  the promotion of  all breastmilk substitutes   on health grounds in line with the UN requirements..
Delete “publications specialising in baby care”; see comments to article 9.
(6)	(28) 	On the provisions liable to affect public health, the consultation in accordance with Article 4 of Directive [89/398/EEC] has taken place.
Issues relating to products intended for export to third countries should be dealt with in a coherent and homogeneous manner in a separate measure.
Products intended for export to third countries should follow the same criteria as those for the internal market.
(6)	The measures provided for in this Directive are in accordance with the opinion of the Standing Committee on the Food Chain and Animal Health.
Ö" Ö  (30)	The obligation to transpose this Directive into national law should be confined to those provisions which represent a substantive change as compared with the earlier Directive. The obligation to transpose the provisions which are unchanged arises under the earlier Directive. Õ" Õ
 (31)	This Directive should be without prejudice to the obligations of the Member States relating to the time-limits for transposition into national law of the Directives set out in Annex XI, Part B,
HAS ADOPTED THIS DIRECTIVE:
Article 1
This Directive is a ‘specific Directive’ within the meaning of Article 4 (1) of Directive [89./398/EEC] and lays down compositional and labelling and marketing requirements for breastmilk substitutes and feeding devices infant formulae and follow-on formulae intended for use by infants in good health in good health in the Community. It also provides for Member States to give effect to principles and aims of the International Code of Marketing of Breast-Milk Substitutes Substitutes and subsequent relevant Resolutions dealing with marketing,  composition, information and responsibilities of health authorities.                           
Here we have the same problem with “in good health” as we had above. Either delete or strictly define (in Article 2(f)?) what good health means (but I would say that it is very difficult).
Article 2 
For the purposes of this Directive, the following definitions shall apply: 
(a)	‘infants’ means children under the age of twelve months;
(b)	‘young children’ means children aged between one and three years;
	(c)	‘infant formulae’ means foodstuffs intended for particular nutritional use by infants during the first six four to six months of life Ö" Ö up to the introduction of appropriate complementary feeding Õ" Õ and satisfying by themselves the nutritional requirements of this category of persons;

Or use Codex definition (Bonn, November 2003): “infant formula is a product based on milk of cows or other animals and/or other ingredients, which have been proven to be suitable for infant feeding.”

	DELETE: ‘follow-on formulae’ means foodstuffs intended for particular nutritional use by infants aged over four  months Ö" Ö when appropriate complementary feeding is introduced Õ" Õ and constituting the principal liquid element in a progressively diversified diet of this category of persons;

REPLACE WITH: Breastmilk substitute means: infant formulae, formulae for special medical purposes intended for infants, other milk products, foods and beverages, including bottle-fed complementary foods, when marketed or otherwise represented to be suitable, with or without modification, for use as a partial or total replacement of breast-milk; feeding bottles and teats. See comments made earlier under Whereas Para 4..
Definitions need to be found for the following terms 
INSERT NEW TEXT
 ‘independent’  means free from commercial interest.
“breastmilk substitute” means any food being marketed or otherwise represented as a partial or total replacement for breastmilk, whether or not suitable for that purpose, for infants and young children up to two years or beyond
“complementary food” means any food suitable, or represented as suitable, as an addition to breastmilk or to infant formula or follow up formula.
“feeding devices” means feeding bottles and teats and all infant feeding devices, including feeding cups with spouts and other special devices suitable for feeding infants and young children.
	 

Only delete “four to” and keep “six”, to give clear information and to prevent too early or too late introduction of appropriate complementary feeding.
(d)	‘follow-on formulae’ means foodstuffs intended for particular nutritional use by infants aged over four  months Ö" Ö when appropriate complementary feeding is introduced Õ" Õ and constituting the principal liquid element in a progressively diversified diet of this category of persons;
Replace deleted words “aged over four months” with “aged over six months” to be consistent with article 4.2 line 3.
	 (e)	‘pesticide residue’ means the residue in infant formulae and follow-on formulae of a plant protection product, as defined in point 1 of Article 2 of Directive 91/414/EEC, including its metabolites and products resulting from its degradation or reaction. 


Definitions need to be agreed for ‘product name’ ‘Promotion’ ‘advertising’ , ‘normal healthy infant’  ‘special medical purposes’  health worker, and health care system.

Article 2(f)? ”infants in good health”? see comment above in whereas(2) and article 1.
Article 3
Member States shall ensure that the products referred to in points (c) and (d) of Article 2 may be marketed within the Community only if they conform to the definitions and rules laid down in this Directive. No product other than infant formula or a formula for special medical purposes may be marketed or otherwise represented as suitable for satisfying by itself the nutritional requirements of normal healthy  normal healthy infants during the first four to six six months of life Ö" Ö up to the introduction of appropriate complementary feeding Õ" Õ.
Replace deleted words “four to six” with “aged over six” to be consistent with article 4.2 line 3. Delete “normal healthy” before “infants” for the reasons explained above (difficult to define what a normal healthy infant is and proliferation of special formulae for “unhealthy” infants).
Article 4
1. Infant formulae shall be manufactured from protein sources defined in Annex I and other food ingredients, as the case may be, whose suitability for particular nutritional use by infants from birth has been established by generally accepted independently funded scientific data. Ö" Ö For other food ingredients not specified in the Annexes, such suitability shall be demonstrated through a systematic review of the available independently funded data relating to the expected benefits and safety considerations including, as necessary, appropriate studies, performed following generally accepted expert guidance on the design and conduct of such studies.Õ" Õ
RATIONALE: It is vital that only the safest ingredients are permitted, and that  safety criteria are established on the basis of independently funded science.  Does this mean that  Iother ingredients not specified in the annex can beshould not be added without consultation of Mmember Ststates or a change in the directive.?
2. DELETE The paragraph referring to follow-on formulae. 
INSERT NEW TEXT: The composition of products other than infant formula covered by this Directive will be defined elsewhere. Follow-on formulae shall be manufactured from protein sources defined in Annex II and other food ingredientsÖ" Ö , Õ" Õ as the case may beÖ" Ö , Õ" Õ whose suitability for particular nutritional use by infants aged over four Ö" Ö six Õ" Õ months has been established by generally accepted scientific data. Ö" Ö For other food ingredients not specified in the Annexes, such suitability shall be demonstrated through a systematic review of the available independently funded  data relating to the expected benefits and safety considerations, including, as necessary, appropriate studies, performed following generally accepted expert guidance on the design and conduct of such studies.Õ" Õ
RATIONALE Follow on milks are not necessary, cause confusion and create opportunities for inappropriate marketing which undermines infant health. As above.As above, “accepted scientific data” and “expert guidance” must be independent from commercial interests
3. The prohibitions and limitations on the use of food ingredients laid down in Annexes I and II shall be observed.
Article 5
1	1. Infant formulae must comply with the compositional criteria specified in Annex I.
	
	Follow-on formulae INSERT TEXT: Foods for special medical purposes intended for use by infants must comply with the compositional criteria specified in Annex 11


3 	2. Follow-on formulae must comply with the compositional criteria specified in Annex II.
3. In order to make infant formulae and follow-on formulae ready for use, nothing more shall be required, as the case may be, than the addition of previously boiled  water.
INSERT NEW TEXT:
4. 	Complementary foods must comply with compositional criteria (to be defined).
5. 	Feeding devices must comply with safety standards (to be defined).

Article 6
Ö" Ö 1. Õ" Õ Only the substances listed in Annex III may be used in the manufacture of infant formulae and follow-on formulae in order to satisfy the requirements on:
–	mineral substances,
–	vitamins,
–	amino acids and other nitrogen compounds,
–	other substances having a particular nutritional purpose.
The purity criteria for these substances shall be stipulated at a later stage.
Ö" Ö  2. Purity criteria for substances listed in Annex III specified by Community legislation for their use in the manufacture of foodstuffs for purposes other than those covered by this Directive, shall apply.
3. For those substances listed in Annex III for which purity criteria are not specified by Community legislation, and until the adoption of such specifications, generally acceptable purity criteria recommended by international bodies shall apply. National rules setting stricter purity criteria may be maintained. Õ" Õ
Article 7
1. All Infant formulae and follow-on formulaeproducts covered by this Directive  shall not contain any substance in such quantity as to endanger the health of infants and young children. Necessary maximum levels for substances other than those referred to in paragraphs 2, 3 and 4 shall be established.
2. Products covered by this Directive Infant formulae and follow-on formulae shall not contain residues of individual pesticides at levels exceeding 0.01 mg/kg of the product as proposed ready for consumption or as reconstituted according to the instructions of the manufacturer.
Analytical methods for determining the levels of pesticide residues shall be generally acceptable standardised methods.
3.	The pesticides listed in Annex IXÖ" Ö VIII Õ" Õ shall not be used in agricultural products intended for the production of infant formulae and follow-on formulae. 
	However, for the purpose of control:
(a)	pesticides listed in Table 1 of Annex IXÖ" Ö VIII Õ" Õ are considered not to have been used if their residues do not exceed a level of 0.003 mg/kg. This level which is considered to be the limit of quantification of the analytical methods shall be kept under regular review in the light of technical progress;
(b)	pesticides listed in Table 2 of Annex IXÖ" Ö VIII Õ" Õ are considered not to have been used if their residues do not exceed a level of 0.003 mg/kg. This level shall be kept under regular review in the light of data on environmental contamination.
4.	By way of derogation from paragraph 2, for the pesticides listed in Annex XÖ" Ö IX Õ" Õ, the maximum residue levels specified therein shall apply.
5.	The levels referred to in paragraphs 3 and 4 shall apply to the products as proposed ready for consumption or as reconstituted according to the instructions of the manufacturers. 
6.	For pesticides listed in Annex XÖ" Ö IX Õ" Õ, where a Decision concerning the non-inclusion of an active substance in Annex I to Directive 91/414/EEC is taken, Annex IXÖ" Ö VIII Õ" Õ and Annex XÖ" Ö IX Õ" Õ to this Directive shall be amended accordingly.
7. 	Microbiological criteria shall be established as necessary.
See comments under “whereas (6)” above. Microbiological criteria can be established as necessary, but consumers should be adequately informed immediately in on labels and all information materials on formula feedingabout known contaminants such as Enterobacter Sakazakii and other pathogens.
Article 8
1. The name under which the products defined in points (c) and (d) of Article 2 are sold shall be, respectively::
–	in English: 
	 ‘infant formula’ and ‘follow-on formula’,  or ‘artificial replacement for breastmilk’
–	in Spanish: 
	 ‘Preparado para lactantes’ and ‘Preparado de continuación’, 
–	in Czech:
	“počáteční kojenecká výživa” and “pokračovací kojenecká výživa”,
–	in Danish:
	‘Modermælkserstatning’ and ‘Tilskudsblanding’,
–	in German:
	‘Säuglingsanfangsnahrung’ and ‘Folgenahrung’,
–	in Estonian:
	“imiku piimasegu” and “jätkupiimasegu”,
–	in Greek:
	‘Παρασκεύασμα για βρέφη’ and ‘Παρασκεύασμα δεύτερης βρεφικής ηλικίας’,
–	in English: 
	 ‘infant formula’ and ‘follow-on formula’, 
–	in French:
	‘Préparation pour nourrissons’ and ‘Préparation de suite’,
–	in Italian:
	‘Alimento per lattanti’ and ‘Alimento di proseguimento’,
–	in Latvian:
	[“Piena maisījums zīdaiŋiem līdz četru mēnešu vecumam” and “Piena maisījums zīdaiŋiem no četru mēnešu vecumam”,]
–	in Lithuanian:
	CHANGE “mišinys kūdikiams iki 4 – 6 mėn” and “mišinys kūdikiams, vyresniems kaip 4 mėn”,
Delete 4.
–	in Hungarian:
	“anyatej-helyettesítő tápszer” and “anyatej-kiegészítő tápszer”,
–	in Maltese:
	“formula tat-trabi” and “formula tal-prosegwiment”,
–	in Dutch:
	‘Volledige zuigelingenvoeding’ and ‘Opvolgzuigelingenvoeding’,
–	in Polish:
	“preparat do początkowego żywienia niemowląt” and “preparat do dalszego żywienia niemowląt”,
–	in Portuguese:
	‘Fórmula para lactentes’ and ‘Fórmula de transição’,
–	in Slovak:
	“počiatočná dojčenská výživa” and “následná dojčenská výživa”.
–	in Slovenian:
	“začetna formula za dojenčke” and “nadaljevalna formula za dojenčke”
–	in Finnish:
	‘Äidinmaidonkorvike’ and ‘Vieroitusvalmiste’,
–	in Swedish:
	‘Modersmjölksersättning’ and ‘Tillskottsnäring’.
However, the name of products manufactured entirely from cows' milk proteins, shall be respectively:
–	in Spanish: 
	 ‘Leche para lactantes’ and ‘Leche de continuación, 
–	in Czech:
	“počáteční mléčná kojenecká výživa” and “pokračovací mléčná kojenecká výživa”,
–	in Danish:
	‘Modermælkserstatning udelukkende baseret på mælk’ and ‘Tilskudsblanding udelukkende baseret på mælk’,
–	in German:
	‘Säuglingsmilchnahrung’ and ‘Folgemilch’,
–	in Estonian:
	“Piimal põhinev imiku piimasegu” and “Piimal põhinev jätkupiimasegu”,
–	in Greek:
	‘Γάλα για βρέφη’ and ‘Γάλα δεύτερης βρεφικής ηλικίας’,
–	in English: 
	 ‘Infant milk’ and ‘follow-on milk’, 
–	in French:
	‘Lait pour nourrissons’ and ‘Lait de suite’,
–	in Italian:
	‘Latte per lattanti’ and ‘Latte di proseguimento’,
–	in Latvian:
	[“Piens zīdaiŋiem līdz četru mēnešu vecumam” and “Piens zīdaiŋiem no četru mēnešu vecumam”,]
–	in Lithuanian:
	“pieno mišinys kūdikiams iki 4 – 6 mėn” and “pieno mišinys kūdikiams, vyresniems kaip 4 mėn”,
Delete 4
–	in Hungarian:
	“tejalapú anyatej-helyettesítő tápszer” and “tejalapú anyatej-kiegészítő tápszer”,
–	in Maltese:
	“ħalib tat-trabi” and “ħalib tal-prosegwiment”,
–	in Dutch:
	‘Volledige zuigelingenvoeding op basis van melk’ or ‘Zuigelingenmelk’ and ‘Opvolgmelk’,
–	in Polish:
	“mleko początkowego” and “mleko następne”,
–	in Portuguese:
	‘Leite para lactentes’ and ‘Leite de transição’,
–	in Slovak:
	“počiatočná dojčenská mliečna výživa” and “následná dojčenská mliečna výživa”.
–	in Slovenian:
	“začetno mleko za dojenčke” and “nadaljevalno mleko za dojenčke”
–	in Finnish:
	‘Maitopohjainen äidinmaidonkorvike’ and ‘Maitopohjainen vieroitusvalmiste’,
–	in Swedish:
	‘Modersmjölksersättning uteslutande baserad på mjölk’ and ‘Tillskottsnäring uteslutande baserad på mjölk’.
Ideally, the product name should clearly reflect that it is an artificial replacement for breastmilk (as in Swedish, Danish and Finnish).
2. The labelling shall bear, in addition to those provided for in Article 3 of Directive 2002/13/EC, the following mandatory particulars:
 (a)	in the case of infant formulae, a statement to the effect that the product is suitable for particular nutritional use by infants from birth when they are not breast-fed;
(b)	in the case of infant formulae that do not contain added iron, a statement to the effect that, when the product is given to infants over the age of four months, their total iron requirements must be met from other additional sources;
(c) Ö" Ö  (b) Õ" Õin the case of follow-on formulae, a statement to the effect that the product is suitable only for particular nutritional use by infants over the age of four Ö" Ö six Õ" Õ months, that it should form only part of a diversified diet and that it is not to be used as a substitute for breast milk during the first four Ö" Ö six Õ" Õ months of life;
(d) Ö" Ö  (c) Õ" Õin the case of infant formulae and follow-on formulae,For the products covered by this Directive  the available energy value, expressed in kJ and kcal, and the content of proteins, carbohydrates and lipids, expressed in numerical form, per 100 ml of the product ready for use;
(e) Ö" Ö  (d) Õ" Õin the case of infant formulae and follow-on formulae, For the products covered by this Directive the average quantity of each mineral substance and of each vitamin mentioned in Annexes I and II respectively, and where applicable of choline, inositol, carnitine and taurine, expressed in numerical form, per 100 ml of the product ready for use;
 (f) Ö" Ö  (e) Õ" Õin the case of infant formulae and follow-on formulae, For the products covered by this Directive instructions for appropriate preparation of the product and a warning against the health hazards of inappropriate preparation.
Add to (e), or insert in (f), a warning that powder formula is not a sterile product and there is need for special care in preparation, storage and administration, because of risk of contamination with Eenterobacteria Sakazakii and other pathogens (see comments above on “whereas (6)” and article 7.7).
3. The labelling may bear:
(a)	the average quantity of nutrients mentioned in Annex III when such declaration is not covered by the provisions of paragraph 2(e) Ö" Ö  (d) Õ" Õ of this Article, expressed in numerical form, per 100 ml of the product ready for use;
(b)	DELETE: for follow-on formulae in addition to numerical information, information on vitamins and minerals included in Annex VIII, expressed as a percentage of the reference values given therein, per 100 ml of the product ready for use, provided that the quantities present are at least equal to 15 per cent of the reference values.
4. The labelling of products covered by this Directive of infant formulae and follow-on formulae shall be designed to provide the necessary information about the appropriate use of the products so as not to discourage breast-feeding.. The use of the terms ‘humanized’, ‘maternalized’,Ö" Ö  ‘adapted’,  Õ" Õor similar terms shall be prohibited. The term ‘adapted’ may only be used in conformity with paragraph 6 Ö" Ö 7 Õ" Õ and Annex IV, point 1.
5. The labelling of products covered by this Directive  infant formulae shall in addition bear the following mandatory particulars, in a label that is not easily removed, a prominent and CLEAR Notice  preceded by the words ‘Important Notice’ or their equivalent in a size no smaller than the largest text on the package.:
 (a)	a statement concerning the superiority of breast-feeding and the risks of artificial feeding;
(b)	a statement recommending that the product be used only on the advice of independent persons having qualifications in medicine, , nutrition or pharmacy, or other professionals responsible for maternal and child care.
As for warnings on csigarettes, a font size and a percentage of the labelling space used for this important notice should be defined.
6. The labelling of infant formulae shall not include pictures of infants, nor shall it include other pictures or text which may idealize the use of the product. It may,MUST may however, have graphic representations for easy identification of the product and for illustrating methods of preparation. 

7. The labelling may NOT bear Ö" Ö nutrition and health Õ" Õ claims concerning the special composition of an infant formula only in the cases listed in Annex IV and in accordance with the conditions laid down therein.
RATIONALE: Considering the widespread  misuse of health and nutrition claims to market the products and their to role in the  undermining ofe breastfeeding, further restrictions are needed. In order to be consistent with article 1 and the last sentence in article 9(1) and whereas (20), (24) and (25) and the expressed view of (French presidency quote) a ban on all health and nutrition  claims for all breastmilk substitutes and foods for infants and young children infant formulae and follow-on formulae is the only adequate solution.
8. In addition, the labelling of infant formulae may bear statements concerning the suitability of the product for use in a diet whose composition is influenced by ethical or religious considerations.
RATIONALE:  See note on Whereas  No 23
8Ö" Ö  9 Õ" Õ. The requirements, prohibitions and restrictions referred to in paragraphs 4 to 7 shall also apply to:
 (a)	the presentation of the products concerned, in particular their shape, appearance or packaging, the packaging materials used, the way in which they are arranged and the setting in which they are displayed;
	(b)	advertising. and all forms of promotion
INSERT NEW TEXT: 10.	Products covered by this Directive shall be labelled in such a way as to avoid any risk of confusion between infant formula, formulas for special medical purposes and products that are not suitable for use below six months. Labelling must not imply that  products (other than infant formulae) are suitable for very young babies or for bottle feeding. 
RATIONALE:  
Codex CCNSFDU, Nov 2003 agreed that the wording out of Art 3.3 of the council Directive 92/52/EEC of 18 June 1992 on infant formulae and follow-on formulae intended for export to third countries should be used in the Internal Market Directive. “The Products shall be labelled in such a way as to avoid any risk of confusion between infant formula, follow-on formula and formula for special medical purposes.” 


	

Article 9
1. Advertising and allor other forms of promotion, including by electronic means,  of of infant formulaeproducts under the scope of  fthis Directive is  shall be restricted to publications specialising in baby care and scientific publications. Member States may further restrict or prohibited such advertising. 
Advertising of infant formulae shall be restricted to publications specialising in baby care and scientific publications. Member States may further restrict or prohibit such advertising. Such advertisements for infant formulae shall be subject to the conditions laid down in Article 8(4), (5), (6), (7) and (8) (b) and contain only information of a scientific and factual nature. Such information on infant feeding shall not imply or create a belief that bottle-feeding is equivalent or superior to breast-feeding.
Rationale: WHA Resolution 54.2 states: Conscious that despite the fact that the International Code of Marketing of Breastmilk Substitutes and relevant, subsequent Health Assembly resolutions state that there should be no advertising or other forms of promotion of products within its scope, new modern communication methods, including electronic means, are currently increasingly being used to promote such products; and conscious of the need for the Codex Alimentarius Commission to take the International Code and subsequent relevant Health Assembly resolutions into consideration in dealing with health claims in the development of food standards and guidelines;
	 Such advertisements for infant formulae shall be subject to the conditions laid down in Article 8(4), (5), (6), (7) and (8) (b) and contain only information of a scientific and factual nature. Such information shall not imply or create a belief that bottle-feeding is equivalent or superior to breast-feeding.
Add “and follow-on formulae” after “infant formulae” in both line 1 and line 3. Delete “publications specialising in baby care” as this is interpreted differently in different Member States and opens the door to target parents. The advertising in scientific publications must contain information of a scientific and factual nature “as defined in the International Code”.

2. There shall be no point-of-sale advertising, giving of samples or any other promotional device to induce sales of infant formula  products under the scope of this Directive directly to the consumer at the retail level, such as special displays, discount coupons, premiums, special sales, loss-leaders and tie-in sales.
3. 3. Manufacturers and distributors of infant formulaeproducts under the scope of this Directive  shall not provide, to the general public or to pregnant women, mothers or members of their families, free or low-priced products, samples or any other promotional gifts, either directly or indirectly via the health care system or health workers.
RATIONALE: The Global Strategy on Infant and Young Child Feeding (WHA resolution 55.15) states: “As a global public health recommendation, infants should be exclusively breastfed for the first six months of life to achieve optimal growth, development and health. Thereafter, to meet their evolving nutritional requirements, infants should receive nutritionally adequate and safe complementary foods while breastfeeding continues for up to two years of age or beyond.”

4. INSERT NEW TEXT: Marketing personnel, in their business capacity, should not seek direct or indirect contact of any kind with parents, parents to be or carers of infants and young children.
RATIONALE:  This is consistent with Artcle 5 of the International Code ad needs to be included.

Add “and follow-on formulae” after “Manufacturers and distributors of infant formulae”, to protect continued breastfeeding in consistence with article 8.4 and the recommendations of the Global Strategy on Infant and Young Child Feeding (WHA resolution 55.15) which says: “As a global public health recommendation, infants should be exclusively breastfed for the first six months of life to achieve optimal growth, development and health. Thereafter, to meet their evolving nutritional requirements, infants should receive nutritionally adequate and safe complementary foods while breastfeeding continues for up to two years of age or beyond.”
Define (in Article 2?) “health care system” and “health workers”; as it is, it is ambiguous and could result in distribution of free or low-priced products via some people or service.
Article 10
1. Member States shall ensure that objective and consistent information is provided on infant and young child feeding for use by families and those involved in the field of infant and young child nutrition covering the planning, provision, design and dissemination of information and their control.
2. Member States shall ensure that informational and educational materials, whether written or audiovisual, dealing with the feeding of infants and intended to reach “carers, parents to be and parents of infants and young children”. pregnant women and mothers of infants and young children, shall include clear information on all the following points:
 Gender issue: replace “pregnant women and mothers of infants” with “parents to be and parents of infants”.
(a)	the benefits and superiority of breast-feeding and the known health risks of artificial feeding
(b)	;
(b)	maternal nutrition and the preparation for and maintenance of breast-feeding
	;

(c)	the possible negative effect on breast-feeding of introducing partial bottle-feeding;
©	the possible negative effect on breast-feeding of introducing partial bottle-feeding;
Make a clear distinction between “artificial feeding” (the food) and “bottle feeding” (the method of giving the food); both are detrimental to breastfeeding.
(d)	the difficulty of reversing the decision not to breast-feed;
(e)	where needed, the proper use of infant formulae, whether manufactured industrially or home-prepared.
The last Iinformation  on infant formulae should be given only to individual mothers (those who decide to bottle artificially feed or have to do so for medical reasons), and It should not be written included in information and education materials for intended for all mothers.
When such materials contain information about the use of artificial breast milk substitutes infant formulae, they shall include the social and financial implications of its their its use, the health hazards of inappropriate foods or feeding methods, and, in particular, the health hazards of improper use of artificial breast milk substitutes infant formulae. Such material shall not use any pictures or text which may idealize the use of infant formulae. artificial feeding.
	3. Member States shall ensure that donations of informational or educational equipment or materials by manufacturers or distributors of products under the scope of this Directive shall  NOT be made. 

(Optional additional text: Exceptions to this rule may be made on  only on request and with the written approval of the appropriate national authority or within guidelines given by that authority for this purpose. If references are made to a manufacturer or distributor on products under the scope of this Directive for purposes of identificiation, it must appear in plain text only and be  equivalent to the smallest text size used.  The equipment must bear no logo or any other promotional devise which could link the equipment to a proprietary brand covered by this Directive. 
 Such equipment must bear the company name in plain text for purposes of identification, but no logos  or references to proprietary brands should be carried. Such equipment or materials may bear the donating company's name or logo, but shall not refer to a proprietary brand of infant formulae and shall be distributed only through the health care system.
RATIONALE: Article 4.1 of the International Code  states  “Governments should have the responsibility to ensure that objective and consistent information is provided on infant and young child feeding for use by families and those involved in the field of infant and young child nutrition. This responsibility should cover either the planning, provision, design and dissemination of information, or their control.
It is now 24 years after the adoption of the International Code and there is a wealth of information that shows that industry funded materials undermine breastfeeding and infant health.   Manufacturers do have a responsibility to provide full and frank information about their products and should be encouraged to do this  clearly on labels. 
Member States also have the responsibility under WHA Resolution 49.15
(1) to ensure that complementary foods are not marketed for or used in ways that undermine exclusive and sustained breast-feeding;
(2) to ensure that the financial support for professionals working in infant and young child health does not create conflicts of interest, especially with regard to the WHO/UNICEF Baby Friendly Hospital Initiative;

4. Member States shall ensure that that donations or low-price sales of supplies of infant formulaeof breast milk substitutes  are not permitted in any part of the health care system.. to(DELETE: Donations to  institutions or organizations, whether for use in the institutions or for distribution outside them, shall only be used by or distributed for infants who have to be fed on infant formulae and only for as long as required by such infants.)
RATIONALE:  The issue of free and low cost supplies has been clarified several times by WHA Resolutions and it is essential that the Directive is brought into line with the UN recommendations.  Within the European Community there are few instances where donations of breastmilk substitutes are needed. 
Resolution WHA 47.5 says calls for an end to no donations of free or low costs supplies of breastmilk substitutes to any part of the health care system. Thus  Iinstitutions and organisations need to be clearly defined as outside of the health care system and need to be defined as do questions relating to emergency relief and food aid to ensure that inappropriate donations of breastmilk substitutes are not provided. therefore, as noted above, a definition of the health care system is needed.
Article 11
Member States shall bring into force the laws, regulations and administrative provisions necessary to comply with Articles 1, 2, 3, 5, 6 and 7 and Annexes I, II, III, IV, V, VI and VII by [xxx] at the latest. They shall forthwith communicate to the Commission the text of those provisions and a correlation table between those provisions and this Directive.
They shall apply those provisions from […].
They shall prohibit, with effect from […] trade in products which are not in conformity with [Articles 1, 2, 3, 5, 6 and 7 and Annexes I, II, III, IV, V, VI and VII].
However, products which are not in conformity with Articles 1, 2, 3, 5, 6 and 7 and Annexes I, II, IV, V, VI and which were labelled before […] shall be authorised while stocks last. 
When Member States adopt those provisions, they shall contain a reference to this Directive or be accompanied by such a reference on the occasion of their official publication. Member States shall determine how such reference is to be made.
	Member States shall communicate to the Commission the text of the main provisions of national law which they adopt in the field covered by this Directive.

Article 12
Directive [../../EC] is hereby repealed, with effect from [xxx] in Article 11 of this Directive, without prejudice to the obligations of the Member States relating to the time-limits for transposition into national law of the Directives as set out in Annex X, Part B.
References to the repealed Directive shall be construed as references to this Directive and shall be read in accordance with the correlation table in Annex XI.
Article 11
Directive 91/321/EEC, as amended by the Acts listed in Annex XI, Part A, is repealed, without prejudice to the obligations of the Member States relating to the time-limits for transposition into national law of the Directives as set out in Annex XI, Part B.
References to the repealed Directive shall be construed as references to this Directive and shall be read in accordance with the correlation table in Annex XII.
Article 13
This Directive shall enter into force on the twentieth day following that of its publication in the Official Journal of the European Union.
Article 14
This Directive is addressed to the Member States.
Done at Brussels,
	For the Commission, 
	[…]
	Member of the Commission
ANNEX I
ESSENTIAL COMPOSITION OF INFANT FORMULAE WHEN RECONSTITUTED AS INSTRUCTED BY THE MANUFACTURER
NB: The values refer to the product ready for use
1.	Energy
Minimum
Maximum
250 kJ /100 ml 
315Ö" Ö 293 Õ" Õ kJ /100 ml 
(60 kcal/100 ml)
(75Ö" Ö 70 Õ" Õ kcal/100 ml)
2.	Protein
	(Protein content = nitrogen content × 6.38Ö" Ö 6.25 and non-protein nitrogen is not greater than 15% total nitrogen Õ" Õ) for cows' milk proteins.
	(Protein content = nitrogen content × 6,25) for soya protein isolates and protein partial hydrolysates.

See comments above regarding soya
	The ‘chemical index’ shall mean the lowest of the ratios between the quantity of each essential Ö" Ö indispensable Õ" Õ amino acid of the test protein and the quantity of each corresponding amino acid of the reference protein.
2.1.	Formulae manufactured from cows' milk proteins
Minimum
Maximum
0.45 g/100 kJ
0.7 g/100 kJ
(1.8 g/100 kcal)
(3 g/100 kcal)
	For an equal energy value, the formula must contain an available quantity of each essential and semi-essential Ö" Ö indispensable and conditionally indispensable Õ" Õ amino acid at least equal to that contained in the reference protein (breast milk, as defined in Annex V); nevertheless, for calculation purposes, the concentration of methionine and cystine may be added togetherÖ" Ö  if the methionine:cystine ratio is not greater than 2 and the concentration of phenylalanine and tyrosine may be added together if the tyrosine:phenylanalnine ratio is not greater than 2 Õ" Õ.
2.2.	Formulae manufactured from protein partial hydrolysates
Minimum
Maximum
0.56 g/100 kJ
0.7 g/100 kJ
(2.25 g/100 kcal)
(3 g/100 kcal)
	For an equal energy value, the formula must contain an available quantity of each essential and semi-essential Ö" Ö indispensable and conditionally indispensable Õ" Õ amino acid at least equal to that contained in the reference protein (breast milk, as defined in Annex V); nevertheless, for calculation purposes, the concentration of methionine and cystine may be added togetherÖ" Ö  if the methionine:cystine ratio is not greater than 2 and the concentration of phenylalanine and tyrosine may be added together if the tyrosine:phenylanalnine ratio is not greater than 2 Õ" Õ.
	The protein efficiency ratio (PER) and the net protein utilization (NPU) must be at least equal to those of casein.
	The taurine content shall be equal to at least 10 μmoles/100 kJ (42 μmoles/100 kcal) and The L-carnitine content shall be equal to at least 1.8 μmoles/100 kJ (7.5 μmoles/100 kcal).
Formulae manufactured from soya protein isolates, alone or in a mixture with cows' milk proteins 
See comments above (UK SACN report) on soya.
Minimum
Maximum
0.56 g/100 kJ
0.7 g/100 kJ
(2.25 g/100 kcal)
(3 g/100 kcal)
	Only soya protein isolates must Ö" Ö shall Õ" Õ be used in manufacturing these formulae.
	The chemical index shall be equal to at least 80 % of that of the reference protein (breast milk, as defined in Annex VI).
	For an equal energy value the formula must contain an available quantity of methionine Ö" Ö each indispensable and conditionally indispensable amino acidÕ" Õ at least equal to that contained in the reference protein (breast milk, as defined in Annex V)Ö" Ö , nevertheless, for calculation purposes, the concentration of methionine and cystine may be added together if the methionine:cystine ratio is not greater than 2 and the concentration of phenylalanine and tyrosine may be added together if the tyrosine:phenylanalnine ratio is not greater than 2 Õ" Õ.
	The L-carnitine content shall be at least equal to 1.8 μmoles/100 kJ (7.5 μmoles/100 kcal).
2.4.	In all cases, the addition of amino acids is Ö" Ö shall be Õ" Õ permitted solely for the purpose of improving the nutritional value of the proteins, and only in the proportions necessary for that purpose.
3.	Taurine
The amount of added taurine shall not be greater than 2.9 mg/100 kJ (12 mg/100 kcal). 

4.	Choline
 Minimum  
Maximum
 1.7 g/100 kJ  
7.2 g/100 kJ
(7 g/100 kcal)
(30 g/100 kcal)
3. Ö" Ö 5. Õ" Õ	Lipids
 Minimum  
Maximum
 1.05 g/100 kJ 
1.5Ö" Ö 1.43 Õ" Õ g/100 kJ
 (4.4 g/100 kcal) 
(6.5Ö" Ö 6.0 Õ" Õ g/100 kcal)
3.1Ö" Ö 5.1 Õ" Õ	The use of the following substances shall be prohibited:
–	sesame seed oil,
–	cotton seed oil.
3.2Ö" Ö 5.2 Õ" Õ		Lauric acidÖ" Ö  and myristic acid Õ" Õ
Minimum
Maximum
—
Ö" Ö separately or as a whole: Õ" Õ
15Ö" Ö 20 Õ" Õ % of the total fat content
3.3	Myristic acid
Minimum
Maximum
—
15 % of the total fat content
Ö" Ö 5.3  Õ" Õ	 The trans fatty acid content shall not exceed 4Ö" Ö 3 Õ" Õ % of the total fat content.
Ö" Ö 5.4  Õ" Õ	The erucic acid content shall not exceed 1 % of the total fat content.
3.4Ö" Ö 5.5 Õ" Õ	Linoleic acid (in the form of glycerides = linoleates)
Minimum
Maximum
70Ö" Ö 120 Õ" Õ mg/100 kJ
285 mg/100 kJ
(300Ö" Ö 500 Õ" Õ mg/100 kcal)
(1 200 mg/100 kcal)


5.6	Formulae without added long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCPs)
3.5.	The alpha-linolenic acid content shall not be less than 12Ö" Ö 24 Õ" Õ mg/100 kJ (50Ö" Ö 100 Õ" Õ mg/100 kcal).
The linoleic/alpha-linolenic acid ratio shall not be less than 5 nor greater than 15.  
3.5	The trans fatty acid content shall not exceed 4 % of the total fat content.
3.6	The erucic acid content shall not exceed 1 % of the total fat content.
Ö" Ö 5.7	Formulae with added long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCP) Õ" Õ
3.8.	Long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCP) may be added.  In that case their content shall not exceed:
Ö" Ö The alpha-linolenic acid content shall not be less than 12 mg/100 kJ (50 mg/100 kcal).  Õ" Õ
Ö" Ö The linoleic/alpha-linolenic acid ratio shall not be less than 5 nor greater than 20. Õ" Õ
Ö" Ö Long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCP) content shall not exceed: Õ" Õ
- 1 % of the total fat content for n-3 LCP and
- 2 % of the total fat content for n-6 LCP (1 % of the total fat content for arachidonic acid)
The eicosapentaenoic acid (20:5 n-3) content shall not exceed that of docosahexaenoic (22:6 n-3) acid content.
Ö" Ö The docosahexaenoic (22:6 n-3) acid content shall not exceed that of n-6 LCP. Õ" Õ
6.	Phospholipids
The amount of phospholipids shall not be greater than 1  g/L. 
7.	Inositol
Minimum
Maximum
1 mg/100 kJ
10 mg/100 kJ
(4 mg/100 kcal)
(40 mg/100 kcal)
4.Ö" Ö 8. Õ" Õ	Carbohydrates
Minimum
Maximum
1.7 g/100 kJ
3.4 g/100 kJ
(7 g/100 kcal)
(14 g/100 kcal)
4.1.Ö" Ö 8.1. Õ" Õ	Only the following carbohydrates may be used:
–	lactose,
–	maltose,
–	sucrose,
–	malto-dextrins,
–	glucose syrup or dried glucose syrup,
–	pre-cooked starch	)
naturally free of gluten
–	gelatinized starch	)

–	Ö" Ö Sucrose may only be added to formulae based on protein hydrolysates. If added the sucrose content shall not exceed Õ" Õ 20 % of the total carbohydrate content.
–	Ö" Ö Glucose may only be added to formulae based on protein hydrolysates.  If added the glucose content shall not exceed 0.5  g/100 kJ (2 g/100 kcal). Õ" Õ
Lactose is the natural sugar found in breastmilk, therefore the lactose content in infant formula should be as optimal as possible. The carbohydrate content should not be fixed in gram/100 kcal but related to their relative sweetness compared to lactose in breastmilk.
–	
4.2.Ö" Ö 8.2. Õ" Õ	Lactose
Minimum
Maximum
0.85Ö" Ö 1.1 Õ" Õ g/100 kJ
—
(3.5Ö" Ö 4.5 Õ" Õ g/100 kcal)
—
	This provision shall not apply to formulae in which soya proteins Ö" Ö isolates Õ" Õ represent more than 50 % of the total protein content.
4.3.	Sucrose
Minimum
Maximum
—
20 % of the total carbohydrate content
4.4.Ö" Ö 8.3. Õ" Õ	Pre-cooked starch and/or gelatinized starch
Minimum
Maximum
—
2 g/100 ml, and 30 % of the total carbohydrate content
Thickening agents should not be added. The product does not have to compared to another product by an other producer who has to follow the same standard, but to a product produced naturally by the mothers body herself and foreseen as a unique nutritious mixture to satisfy by itself the needs of the infant. Nature has not planned to add thickeners to breastmilk. For decades scientists, manufacturers and doctors have instilled doubts in women’s ability to provide enough nutrition to their babies by breastfeeding. This doubts still persist even now when new knowledge on the composition of breastmilk and lactation physiology is available; these doubts will be fueled by thickeners in infant formulae. This means that thickeners added to infant formula mislead parents on the nutritional value of the product.

9.	Fructo-oligosaccharides and galacto-oligosacharides
Fructo-oligosaccharides and galacto-oligosacharides may be added. In that case their content shall not exceed: 0.8 g/100 ml in a combination of 90% oligogalactosyl-lactose and 10% high molecular weight oligofructosyl-saccharose.
5.Ö" Ö 10. Õ" Õ	Mineral substances
5.1.Ö" Ö 10.1. Õ" Õ	Formulae manufactured from cows' milk proteins Ö" Ö or protein hydrolysates Õ" Õ

Per 100 kJ
Per 100 kcal

Minimum
Maximum
Minimum
Maximum
Sodium (mg)
5
14
20
60
Potassium (mg)
15
35Ö" Ö 38 Õ" Õ
60
145Ö" Ö 160 Õ" Õ
Chloride (mg)
12
29Ö" Ö 38 Õ" Õ
50
125Ö" Ö 160 Õ" Õ
Calcium (mg)
12
—Ö" Ö 33 Õ" Õ
50
—Ö" Ö 140 Õ" Õ
Phosphorus (mg)
6
22
25
90
Magnesium (mg)
1.2
3.6
5
15
Iron (mg)1
0.12Ö" Ö 0.07 Õ" Õ
0.36Ö" Ö 0.31 Õ" Õ
0.5Ö" Ö 0.3 Õ" Õ
1.5Ö" Ö 1.3 Õ" Õ
Zinc (mg)
0.12
0.36
0.5
1.5
Copper (μg)
4.8Ö" Ö 8.4 Õ" Õ
19Ö" Ö 24 Õ" Õ
20Ö" Ö 35 Õ" Õ
80Ö" Ö 100 Õ" Õ
Iodine (μg)
1.2Ö" Ö 2.4 Õ" Õ
—Ö" Ö 12 Õ" Õ
5Ö" Ö 10 Õ" Õ
—Ö" Ö 50 Õ" Õ
Selenium2 (μg) 
—Ö" Ö 0.7 Õ" Õ
0.7Ö" Ö 2.2 Õ" Õ 
—Ö" Ö 3 Õ" Õ
3 Ö" Ö 9 Õ" Õ
Ö" Ö Manganese (μg)
0.24
24
1
100 Õ" Õ
Ö" Ö Fluoride (μg)
—
24
—
24 Õ" Õ
1	Limit applicable to formulae with added iron.
2	Limit applicable to formulae with added selenium. 
	The calcium/phosphorus ratio shall not be less than 1.2Ö" Ö 1.0 Õ" Õ nor greater than 2.0.
5.2.Ö" Ö 10.2. Õ" Õ	Formulae manufactured from soya proteins Ö" Ö isolates Õ" Õ, alone or in a mixture with cows' milk proteins
	All requirements of paragraph 5.1.Ö" Ö 10.1 Õ" Õ shall be applicable except those concerning ironÖ" Ö , Õ" Õ and zincÖ" Ö and phosphorus Õ" Õ, which are as follows:

Per 100 kJ
Per 100 kcal

Minimum
Maximum
Minimum
Maximum
Iron (mg)
0.25Ö" Ö 0.12 Õ" Õ
0.5Ö" Ö 0.45 Õ" Õ
1Ö" Ö 0.45 Õ" Õ
2Ö" Ö 1.9 Õ" Õ
Zinc (mg)
0.18
0.6
0.75
2.4
Ö" Ö Phosphorus (mg) 
7.2
24
30
100 Õ" Õ
6.Ö" Ö 11. Õ" Õ	Vitamins

Per 100 kJ
Per 100 kcal

Minimum
Maximum
Minimum
Maximum
Vitamin A (μg-RE)1
14
43
60
180
Vitamin D (μg)2
0.25
0.65
1
2.5
Thiamin (μg)
10Ö" Ö 14 Õ" Õ
—Ö" Ö 72 Õ" Õ
40Ö" Ö 60 Õ" Õ
—Ö" Ö 300 Õ" Õ
Riboflavin (μg)
14Ö" Ö 19 Õ" Õ
—Ö" Ö 96 Õ" Õ
60Ö" Ö 80 Õ" Õ
—Ö" Ö 400 Õ" Õ
Niacin (mgÖ" Ö μg Õ" Õ-NE)3 
0.2Ö" Ö 72 Õ" Õ
—Ö" Ö 287 Õ" Õ
0.8Ö" Ö 300 Õ" Õ
—Ö" Ö 1200 Õ" Õ
Pantothenic acid (μg)
70Ö" Ö 96 Õ" Õ
—Ö" Ö 478 Õ" Õ
300Ö" Ö 400 Õ" Õ
—Ö" Ö 2000 Õ" Õ
Vitamin B6 (μg)
9
—Ö" Ö 39 Õ" Õ
35
—Ö" Ö 165 Õ" Õ
Biotin (μg)
0.4
—Ö" Ö 1.8 Õ" Õ
1.5
—Ö" Ö 7.5 Õ" Õ
Folic Acid (μg)
1Ö" Ö 2.4 Õ" Õ
—Ö" Ö 7.2 Õ" Õ
4Ö" Ö 10 Õ" Õ
—Ö" Ö 30 Õ" Õ
Vitamin B12 (μg)
0.025
—Ö" Ö 0.125 Õ" Õ
0.1
—Ö" Ö 0.5 Õ" Õ
Vitamin C (mg)
1.9Ö" Ö 2.4 Õ" Õ
—Ö" Ö 7.2 Õ" Õ
8Ö" Ö 10 Õ" Õ
—Ö" Ö 30 Õ" Õ
Vitamin K (μg)
1
—Ö" Ö 4.8 Õ" Õ
4
—Ö" Ö 20 Õ" Õ
Vitamin E (mg α-TE)4
0.5/g of polyunsaturated fatty acids expressed as linoleic acid Ö" Ö as corrected for the number of double bonds5 Õ" Õ but in no case less than 0.1 mg per 100 available kJ
—Ö" Ö 1.2 Õ" Õ
0.5/g of polyunsaturated fatty acids expressed as linoleic acid Ö" Ö as corrected for the number of double bonds5 Õ" Õ but in no case less than 0.5 mg per 100 available kcal
—Ö" Ö 5 Õ" Õ
1	RE = all trans retinol equivalent.
2	In the form of cholecalciferol, of which 10 μg = 400 i.u. of vitamin D.
3	NE = Niacin equivalent = mg nicotinic acid + mg tryptophan/60.
4	α-TE = d-α- tocopherol equivalent.
Ö" Ö 5	0.5 mg α-TE/1 g linoleic acid (18:2n-6); 0.75 mg α-TE/1 g -linolenic acid (18:3n-3); 1.0 mg α-TE/1 g arachidonic acid (20:4n-6); 1.25 mg α-TE/1 g eicosapentaenoic acid (20:5n-3); 1.5 mg α-TE/1 g docosahexaenoic acid (22:6n-3). Õ" Õ
7. Ö" Ö 12. Õ" Õ	Nucleotides 
	The following nucleotides may be added:

Maximum1

(mg/100 kJ)
(mg/100 kcal)
cytidine 5′-monophosphate
0.60
2.50
uridine 5′-monophosphate
0.42
1.75
adenosine 5′-monophosphate
0.36
1.50
guanosine 5′-monophosphate
0.12
0.50
inosine 5′-monophosphate
0.24
1.00
1	The total concentration of nucleotides shall not exceed 1.2 mg/100 kJ (5 mg/100 kcal).
____________

 ANNEX II
ESSENTIAL COMPOSITION OF FOLLOW-ON FORMULAE WHEN RECONSTITUTED AS INSTRUCTED BY THE MANUFACTURER
NB: The values refer to the product ready for use
1.	Energy
Minimum
Maximum
250 kJ/100 ml
335Ö" Ö 293 Õ" Õ kJ/100 ml
(60 kcal/100 ml)
(80Ö" Ö 70 Õ" Õ kcal/100 ml)
2.	Proteins
	(Protein content = nitrogen content × 6.38Ö" Ö 6.25 and non-protein nitrogen is not greater than 15% total nitrogen Õ" Õ) for cows' milk proteins.
	(Protein content = nitrogen content × 6.25) for soya protein isolates.
Minimum
Maximum
0,5 g/100 kJ
1 g/100 kJ
(2,25 g/100 kcal)
(4,5 g/100 kcal)
	The ‘chemical index’ of the proteins present shall be at least equal to 80 % of that of the reference protein (casein or breast milk as defined in Annex VI).
	The ‘chemical index’ shall mean the lowest of the ratios between the quantity of each essential Ö" Ö indispensable Õ" Õamino acid of the test protein and the quantity of each corresponding amino acid of the reference protein.
	For follow-on formulae manufactured from soya proteins, alone or in a mixture with cows' milk proteins, only protein isolates from soya may be used.
2.1.	Formulae manufactured from cows' milk proteins
Minimum
Maximum
0.45 g/100 kJ
0.7 g/100 kJ
(1.8 g/100 kcal)
(3 g/100 kcal)
For an equal energy value, the formula must contain an available quantity of each indispensable and conditionally indispensable amino acid at least equal to that contained in the reference protein (breast milk, as defined in Annex V); nevertheless, for calculation purposes, the concentration of methionine and cystine may be added together if the methionine:cystine ratio is not greater than 2 and the concentration of phenylalanine and tyrosine may be added together if the tyrosine:phenylanalnine ratio is not greater than 2.
2.2.	Formulae manufactured from protein hydrolysates
Minimum
Maximum
0.56 g/100 kJ
0.7 g/100 kJ
(2.25 g/100 kcal)
(3 g/100 kcal)
For an equal energy value, the formula must contain an available quantity of each indispensable and conditionally indispensable amino acid at least equal to that contained in the reference protein (breast milk, as defined in Annex V); nevertheless, for calculation purposes, the concentration of methionine and cystine may be added together if the methionine:cystine ratio is not greater than 2 and the concentration of phenylalanine and tyrosine may be added together if the tyrosine:phenylanalnine ratio is not greater than 2.
2.3	Formulae manufactured from soya protein isolates, alone or in a mixture with cows' milk proteins
Minimum
Maximum
0.56 g/100 kJ
0.7 g/100 kJ
(2.25 g/100 kcal)
(3 g/100 kcal)
Only soya protein isolates shall be used in manufacturing these formulae.
For an equal energy value the formula must contain an available quantity of each indispensable and conditionally indispensable amino acid at least equal to that contained in the reference protein (breast milk, as defined in Annex V); nevertheless, for calculation purposes, the concentration of methionine and cystine may be added together if the methionine:cystine ratio is not greater than 2 and the concentration of phenylalanine and tyrosine may be added together if the tyrosine:phenylanalnine ratio is not greater than 2 Õ" Õ.
Ö" Ö 2.4.	In all cases,  Õ" Õ amino acids may be added to follow-on formulae Ö" Ö solely Õ" Õfor the purpose of improving the nutritional value of the proteinsÖ" Ö , and only Õ" Õ  in the proportions necessary for that purpose.
	è" è1 For an equal energy value, these formulae must contain an available quantity of methionine at least equal to that contained in breast milk as defined in Annex V. ç" ç
3.	Taurine
The amount of added taurine shall not be greater than 2.9 mg/100 kJ (12 mg/100 kcal). 
3.Ö" Ö 4. Õ" Õ	Lipids
Minimum
Maximum
0.8Ö" Ö 0.96 Õ" Õ g/100 kJ
1.5Ö" Ö 1.43 Õ" Õ g/100 kJ
(3.3Ö" Ö 4.0 Õ" Õ g/100 kcal)
(6.5Ö" Ö 6.0 Õ" Õ g/100 kcal)
3.1Ö" Ö 4.1 Õ" Õ	The use of the following substances shall be prohibited:
–	sesame seed oil,
–	cotton seed oil,
3.2.Ö" Ö 4.2. Õ" Õ	Lauric acidÖ" Ö  and myristic acid Õ" Õ
Minimum
Maximum
—
Ö" Ö separately or as a whole: Õ" Õ
15Ö" Ö 20 Õ" Õ % of the total fat content
3.3	Myristic acid
Minimum
Maximum
—
15 % of the total fat content
Ö" Ö 4.3  Õ" Õ	 The trans fatty acid content shall not exceed 4Ö" Ö 3 Õ" Õ % of the total fat content.
Ö" Ö 4.4  Õ" Õ	The erucic acid content shall not exceed 1 % of the total fat content.
3.4.Ö" Ö 4.5. Õ" Õ	Linoleic acid (in the form of glycerides = linoleates)
Minimum
Maximum
70Ö" Ö 120 Õ" Õ mg/100 kJ
—Ö" Ö 285 mg/100 kJ Õ" Õ
(300Ö" Ö 500 Õ" Õ mg/100 kcal):
this limit shall apply only to follow-on formulae containing vegetable oils
—Ö" Ö 1 200 mg/100 kJ Õ" Õ
3.5	The trans fatty acid content shall not exceed 4 % of the total fat content.
3.6	The erucic acid content shall not exceed 1 % of the total fat content.
4.6	Formulae without added long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCPs)
The alpha-linolenic acid content shall not be less than 24 mg/100 kJ (100 mg/100 kcal).
The linoleic/alpha-linolenic acid ratio shall not be less than 5 nor greater than 15.  
4.7	Formulae with added long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCP) Õ" Õ
Long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCP) may be added.  In that case:
The alpha-linolenic acid content shall not be less than 12 mg/100 kJ (50 mg/100 kcal).
The linoleic/alpha-linolenic acid ratio shall not be less than 5 nor greater than 20.
Long-chain (20 and 22 carbon atoms) polyunsaturated fatty acids (LCP) content shall not exceed:
- 1 % of the total fat content for n-3 LCP and
- 2 % of the total fat content for n-6 LCP (1 % of the total fat content for arachidonic acid)
The eicosapentaenoic acid (20:5 n-3) content shall not exceed that of docosahexaenoic (22:6 n-3) acid content.
The docosahexaenoic (22:6 n-3) acid content shall not exceed that of n-6 LCP.
5.	Phospholipids
The amount of phospholipids shall not be greater than 1  g/L. 
4.Ö" Ö 6. Õ" Õ	Carbohydrates
Minimum
Maximum
1.7Ö" Ö 2.2 Õ" Õ g/100 kJ
3.4 g/100 kJ
(7Ö" Ö 9 Õ" Õ g/100 kcal)
(14 g/100 kcal)
4.1Ö" Ö 6.1 Õ" Õ	The use of ingredients containing gluten shall be prohibited.
4.2Ö" Ö 6.2 Õ" Õ	Lactose
Minimum
Maximum
0.45Ö" Ö 1.1 Õ" Õ g/100 kJ
—
(1.8Ö" Ö 4.5 Õ" Õ g/100 kcal)
—
	This provision shall not apply to follow-on formulae in which soya protein isolates represent more than 50 % of the total protein content.
4.3Ö" Ö 6.3 Õ" Õ	Sucrose, fructose, honey
Minimum
Maximum
—
separately or as a whole:
20 % of the total carbohydrate content
6.4	Glucose
Glucose may only be added to follow-on formulae based on protein hydrolysates.  If added the glucose content shall not exceed 0.5  g/100 kJ (2 g/100 kcal). 
7.	Fructo-oligosaccharides and galacto-oligosacharides
Fructo-oligosaccharides and galacto-oligosacharides may be added. In that case their content shall not exceed: 0.8 g/100 ml in a combination of 90% oligogalactosyl-lactose and 10% high molecular weight oligofructosyl-saccharose.
4.4.Ö" Ö 8.3. Õ" Õ	Pre-cooked starch and/or gelatinized starch
Thickening agents should tnot be  permitted. The product does not have to compared to another product by an other producer who has to follow the same standard, but to a product produced naturally by the mothers body herself and foreseen as a unique nutritious mixture to satisfy by itself the needs of the infant. Nature has not planned to add thickeners to breastmilk. For decades scientists, manufacturers and doctors have instilled doubts in women’s ability to provide enough nutrition to their babies by breastfeeding. This doubts still persist even now when new knowledge on the composition of breastmilk and lactation physiology is available; these doubts will be fueled by thickeners in infant formulae. Thickeners added to infant formula mislead parents about  the nutritional value of the product.
Minimum
Maximum
—
2 g/100 ml, and 30 % of the total carbohydrate content

5.Ö" Ö 8. Õ" Õ	Mineral substances
5.1Ö" Ö 8.1Formulae manufactured from cows' milk proteins or protein hydrolysates Õ" Õ

Per 100 kJ
Per 100 kcal

Minimum
Maximum
Minimum
Maximum
Ö" Ö Sodium (mg)
5
14
20
60 Õ" Õ
Ö" Ö Potassium (mg)
15
38 
60
160 Õ" Õ
Ö" Ö Chloride (mg)
12
38
50
160 Õ" Õ
Ö" Ö Calcium (mg)
12
33
50
140 Õ" Õ
Ö" Ö Phosphorus (mg)
6
22
25
90 Õ" Õ
Ö" Ö Magnesium (mg)
1.2
3.6
5
15 Õ" Õ
Iron (mg)
0.25Ö" Ö 0.14 Õ" Õ
0.5Ö" Ö 0.41 Õ" Õ
1Ö" Ö 0.6 Õ" Õ
2Ö" Ö 1.7 Õ" Õ
Zinc (mg)
0.12
—Ö" Ö 3.6 Õ" Õ
0.5
—Ö" Ö 1.5 Õ" Õ
Ö" Ö Copper (μg)
8.4 
24 
35 
100 Õ" Õ
Iodine (μg)
1.2Ö" Ö 2.4 Õ" Õ
—Ö" Ö 12 Õ" Õ
5Ö" Ö 10 Õ" Õ
—Ö" Ö 50 Õ" Õ
Ö" Ö Selenium (μg) 
0.7 
2.2 
3 
9 Õ" Õ
Ö" Ö Manganese (μg)
0.24
24
1
100 Õ" Õ
Ö" Ö Fluoride (μg)
—
24
—
24 Õ" Õ
The calcium/phosphorus ratio shall not Ö" Ö be less than 1.0 nor greater than  Õ" Õexceed 2.0.
8.2.	Formulae manufactured from soya protein isolates, alone or in a mixture with cows' milk proteins
	All requirements of paragraph 8.1 shall be applicable except those concerning iron, zinc and phosphorus, which are as follows:

Per 100 kJ
Per 100 kcal

Minimum
Maximum
Minimum
Maximum
Ö" Ö Iron (mg)
0.22 
0.60
0.9
2.5 Õ" Õ
Zinc (mg)
0.18
—Ö" Ö 0.45 Õ" Õ
0.75
—Ö" Ö 1.9 Õ" Õ
Ö" Ö Phosphorus (mg) 
7.2
24
30
100 Õ" Õ
5.2	Zinc
5.2.1.	Follow-on formulae manufactured entirely from cows' milk
Minimum
Maximum
0,12 mg/100 kJ
—
(0,5 mg/100 kcal)

5.2.2	Follow-on formulae containing soya protein isolates, or mixed with cows' milk
Minimum
Maximum
0,18 mg/100 kJ
—
(0,75 mg/100 kcal)

5.3.	Other mineral substances
	The concentrations are at least equal to those normally found in cows' milk, reduced, where appropriate, in the same ratio as the protein concentration of the follow-on formulae to that of cows' milk. The typical composition of cows' milk is given, for guidance, in Annex VIII.
5.4	The calcium/phosphorus ratio shall not exceed 2,0.

6.Ö" Ö 9. Õ" Õ	Vitamins

Per 100 kJ
Per 100 kcal

Minimum
Maximum
Minimum
Maximum
Vitamin A (μg-RE)1
14
43
60
180
Vitamin D (μg)2
0.25
0.75
1
3
Ö" Ö Thiamin (μg)
14
72
60
300 Õ" Õ
Ö" Ö Riboflavin (μg)
19
96
80
400 Õ" Õ
Ö" Ö Niacin (μg -NE) Ö" Ö 3 Õ" Õ 
72
287
300
1200 Õ" Õ
Ö" Ö Pantothenic acid (μg)
96
478
400 
2000 Õ" Õ
Ö" Ö Vitamin B6 (μg)
9
39 
35
165 Õ" Õ
Ö" Ö Biotin (μg)
0.4
1.8 
1.5
7.5 Õ" Õ
Ö" Ö Folic Acid (μg)
2.4 
7.2 
10 
30 Õ" Õ
Ö" Ö Vitamin B12 (μg)
0.025
0.125
0.1
0.5 
Vitamin C (mg)
1.9Ö" Ö 2.4 Õ" Õ 
—Ö" Ö 7.2 Õ" Õ
8Ö" Ö 10 Õ" Õ 
—Ö" Ö 30 Õ" Õ
Ö" Ö Vitamin K (μg)
1
4.8 
4
20 Õ" Õ
Vitamin E (mg α-TE)3Ö" Ö 4 Õ" Õ
0.5Ö" Ö  mg Õ" Õ/g of polyunsaturated fatty acids expressed as linoleic acid Ö" Ö as corrected for the number of double bonds 5 Õ" Õ but in no case less than 0.1 mg per 100 available kJ
—Ö" Ö 1.2 Õ" Õ
0.5Ö" Ö  mg Õ" Õ/g of polyunsaturated fatty acids expressed as linoleic acid Ö" Ö as corrected for the number of double bonds5 Õ" Õ but in no case less than 0.5 mg per 100 available kcal
—Ö" Ö 5 Õ" Õ
1	RE = all trans retinol equivalent.
2	In the form of cholecalciferol, of which10 μg = 400 i.u. of vitamin D.
3	NE = Niacin equivalent = mg nicotinic acid + mg tryptophan/60.
3Ö" Ö 4	 Õ" Õ	α-TE = d-α-tocopherol equivalent.
Ö" Ö 5	0.5 mg α-TE/1 g linoleic acid (18:2n-6); 0.75 mg α-TE/1 g -linolenic acid (18:3n-3); 1.0 mg α-TE/1 g arachidonic acid (20:4n-6); 1.25 mg α-TE/1 g eicosapentaenoic acid (20:5n-3); 1.5 mg α-TE/1 g docosahexaenoic acid (22:6n-3). Õ" Õ
7.Ö" Ö 10. Õ" Õ	Nucleotides 
	The following nucleotides may be added: 

Maximum1

(mg/100 kJ)
(mg/100 kcal)
cytidine 5′-monophosphate
0.60
2.50
uridine 5′-monophosphate
0.42
1.75
adenosine 5′-monophosphate
0.36
1.50
guanosine 5′-monophosphate
0.12
0.50
inosine 5′-monophosphate
0.24
1.00
1	The total concentration of nucleotides shall not exceed 1.2 mg/100 kJ (5 mg/100 kcal).
____________

ANNEX III
NUTRITIONAL SUBSTANCES
1. Vitamins
Vitamin
Vitamin formulation
Vitamin A
Retinyl acetate
Retinyl palmitate
Beta-carotene
Retinol
Vitamin D
Vitamin D2 (ergocalciferol)
Vitamin D3 (cholecalciferol)
Vitamin B1
Thiamin hydrochloride
Thiamin mononitrate
Vitamin B2
Riboflavin
Riboflavin-5′-phosphate, sodium
Niacin
Nicotinamide
Nicotinic acid
Vitamin B6
Pyridoxine hydrochloride
Pyridoxine-5′-phosphate
Folate
Folic acid
Pantothenic acid
D-pantothenate, calcium
D-pantothenate, sodium
Dexpanthenol
Vitamin B12
Cyanocobalamin
Hydroxocobalamin
Biotin
D-biotin
Vitamin C
L-ascorbic acid
Sodium L-ascorbate
Calcium L-ascorbate
6-palmityl-L-ascorbic acid (ascorbyl palmitate)
Potassium ascorbate
Vitamin E
D-alpha tocopherol
DL-alpha tocopherol
D-alpha tocopherol acetate
DL-alpha tocopherol acetate
Vitamin K
Phylloquinone (Phytomenadione)

2. Mineral substances
Mineral substances
Permitted salts
Calcium (Ca)
Calcium carbonate
Calcium chloride
Calcium salts of citric acid
Calcium gluconate
Calcium glycerophosphate
Calcium lactate
Calcium salts of orthophosphoric acid
Calcium hydroxide
Magnesium (Mg)
Magnesium carbonate
Magnesium chloride
Magnesium oxide
Magnesium salts of orthophosphoric acid
Magnesium sulphate
Magnesium gluconate
Magnesium hydroxide
Magnesium salts of citric acid
Iron (Fe)
Ferrous citrate
Ferrous gluconate
Ferrous lactate
Ferrous sulphate
Ferric ammonium citrate
Ferrous fumarate
Ferric diphosphate (Ferric pyrophosphate)
Copper (Cu)
Cupric citrate
Cupric gluconate
Cupric sulphate
Copper-lysine complex
Cupric carbonate
Iodine (I)
Potassium iodide
Sodium iodide
Potassium iodate
Zinc (Zn)
Zinc acetate
Zinc chloride
Zinc lactate
Zinc sulphate
Zinc citrate
Zinc gluconate
Zinc oxide
Manganese (Mn)
Manganese carbonate
Manganese chloride
Manganese citrate
Manganese sulphate
Manganese gluconate
Sodium (Na)
Sodium bicarbonate
Sodium chloride
Sodium citrate
Sodium gluconate
Sodium carbonate
Sodium lactate
Sodium salts of orthophosphoric acid
Sodium hydroxide
Potassium (K)
Potassium bicarbonate
Potassium carbonate
Potassium chloride
Potassium salts of citric acid
Potassium gluconate
Potassium lactate
Potassium salts of orthophosphoric acid
Potassium hydroxide
Selenium (Se) 
Sodium selenate
Sodium selenite 

3. Amino acids and other nitrogen compounds
L-arginine and its hydrochloride
L-cystine and its hydrochloride
L-histidine and its hydrochloride
L-isoleucine and its hydrochloride
L-leucine and its hydrochloride
L- lysine and its hydrochloride
L-cysteine and its hydrochloride
L-methionine
L-phenylalanine
L-threonine
L-tryptophan
L-tyrosine
L-valine
L-carnitine and its hydrochloride
Taurine
cytidine 5′- monophosphate and its sodium salt
uridine 5′- monophosphate and its sodium salt
adenosine 5′- monophosphate and its sodium salt
guanosine 5′- monophosphate and its sodium salt
inosine 5′- monophosphate and its sodium salt
4. Others
Choline
Choline chloride
Choline citrate
Choline bitartrate
Inositol
____________

ANNEX IV
COMPOSITIONAL CRITERIA FOR INFANT FORMULAE, WARRANTING A CORRESPONDING CLAIM
Ö" Ö 1.	Nutrition claims Õ" Õ
Claim related to
Conditions warranting the claim
1.	Adapted protein
The protein content is lower than 0,6 g/100 kJ (2,5 g/100 kcal) and the whey protein/casein ratio is not less than 1,0.
2.	Low sodium
The sodium content is lower than 9 mg/100 kJ (39 mg/100 kcal).
3.	Sucrose free
No sucrose is present.
4.Ö" Ö 1.1. Õ" Õ	Lactose only
Lactose is the only carbohydrate present.
5.Ö" Ö 1.2. Õ" Õ	Lactose free
Lactose reduced, not lactose free
No lactose is presentÖ" Ö Lactose content is not greater than 2.4 mg/100 kJ (10 mg/100 kcal) Õ" Õ
6.	Iron enriched
Iron is added.
Ö" Ö 1.3.	Added LCP or an equivalent claim related to the addition of docosahexaenoic acid Õ" Õ
Ö" Ö The docosahexaenoic acid content is not less than 0.2% of the total fatty acid content Õ" Õ
1.4	Claims on the addition of the following optional ingredients:
1.4.1	taurine			  )
1.
4.2	fructo-	oligosaccharides) and galacto-oligosaccharides	  )
1.4.3	nucleotides		  )


Voluntarily added in accordance with the conditions specified in Annex I.

Ö" Ö 2.	Health claims Õ" Õ’
RATIONALE: ‘Nutrition 
claim’  is a   generic term  which can be interpreted far too loosely.   It is much safer to  ban all nutrition (and health) claims and to ensure that labels provide clear and complete information without claims.  Parents should not be expected to decide at point sale the relative value of these optional ingredients. If these ingredients are considered safe and important they should be in all infant formula.   See comments made earlier. 
Ö" Ö 2.	Health claims Õ" ÕSee comment above on health claims: often misleading and not based on evidence.
Ö" Ö Claim related to Õ" Õ
Ö" Ö Conditions warranting the claim Õ" Õ
7. Ö" Ö 2.1. Õ" Õ	Reduction of risk to allergy to milk proteins. This claim may include terms referring to reduced allergen or reduced antigen properties. 
7. Ö" Ö 2.1. Õ" Õ	Reduction of risk to allergy to milk proteins. This claim may include terms referring to reduced allergen or reduced antigen properties. 
It is inappropriate and dangerous  to allow a reduced risk of allergy claim in relation to the presence of partially hydrolised proteins. A clear statement in the ingredients panel is sufficient.  Parents should be quided by an independent health worker regarding the need for such products.
The claims HA and Hypoallergenic currently used by companies  within the name of products and elsewhere are not clearly understood by the public and imply that the milks will not cause allergies and may even prevent them. In 1988 when Nestlé (Carnation) used ‘hypoallergenic’ claims in the USA. Several babies suffered from anaphylactic shock as a result, prompting an investigation by nine US States and the US Food and Drug Administration. Nestlé/Carnation was forced to drop the claims and was accused of "Misleading, deceptive and unfair" practices which violated New York consumer protection laws. In his summing up, Attorney General Robert Abrams referred to Nestlé/Carnation’s "eagerness to break into the lucrative US infant formula market" and said that "Those babies who had severe reactions to Carnation Good Start have paid a high price for the company's irresponsible conduct." 
In 1993, leading Swedish allergy specialist, Prof Bengt Bjorksten, challenged Prof Rey about his support for hypoallergenic milks saying:


"The conclusions drawn by the Committee [ESPGAN]...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?" (Ref. 3).


 
 (a)	The formulae shall satisfy the provisions laid down in Section 2.2 of Annex I and the amount of immunoreactive protein measured with methods gererally acceptable as appropriate shall be less than 1 % of nitrogen containing substances in the formulae;
(b)	The label shall indicate that the product must not be consumed by infants allergic to the intact proteins from which it is made unless generally accepted clinical tests provide proof of the formulae's tolerance in more than 90 % of infants (confidence interval 95 %) hypersensitive to proteins from which the hydrolysate is made;
(c)	The formulae administered orally should not induce sensitization, in animals, to the intact proteins from which the formulae are derived;
(d)	Objective and scientifically verified data as proof to the claimed properties must be available.  (a)	The formulae shall satisfy the provisions laid down in Section 2.2 of Annex I and the amount of immunoreactive protein measured with methods gererally acceptable as appropriate shall be less than 1 % of nitrogen containing substances in the formulae;
(b)	The label shall indicate that the product must not be consumed by infants allergic to the intact proteins from which it is made unless generally accepted clinical tests provide proof of the formulae's tolerance in more than 90 % of infants (confidence interval 95 %) hypersensitive to proteins from which the hydrolysate is made;
(c)	The formulae administered orally should not induce sensitization, in animals, to the intact proteins from which the formulae are derived;
(d)	Objective and scientifically verified data as proof to the claimed properties must be available. 
1	When determined by a method the detection limits of which will be established at a later stage.
RATIONALE:
It is inappropriate and dangerous  to allow a reduced risk of allergy claim in relation to the presence of partially hydrolised proteins. A clear statement in the ingredients panel is sufficient.  Parents should be quided by an independent health worker regarding the need for such products. The claims HA and Hypoallergenic currently used by companies  within the name of products and elsewhere are not clearly understood by the public and imply that the milks will not cause allergies and may even prevent them. In 1988 when Nestlé (Carnation) used ‘hypoallergenic’ claims in the USA. Several babies suffered from anaphylactic shock as a result, prompting an investigation by nine US States and the US Food and Drug Administration. Nestlé/Carnation was forced to drop the claims and was accused of "Misleading, deceptive and unfair" practices which violated New York consumer protection laws. In his summing up, Attorney General Robert Abrams referred to Nestlé/Carnation’s "eagerness to break into the lucrative US infant formula market" and said that "Those babies who had severe reactions to Carnation Good Start have paid a high price for the company's irresponsible conduct."  In 1993, leading Swedish allergy specialist, Prof Bengt Bjorksten, challenged Prof Rey about his support for hypoallergenic milks saying:"The conclusions drawn by the Committee [ESPGAN]...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?" (Ref. 3).


____________

ANNEX V
ESSENTIAL AND SEMI-ESSENTIAL Ö" Ö  INDISPENSABLE AND CONDITIONALLY INDISPENSABLE Õ" Õ AMINO ACIDS IN BREAST MILK
For the purpose of this Directive, the essential and semi-essential Ö" Ö indispensable and conditionally indispensable Õ" Õ amino acids in breast milk, expressed in mg per 100 kJ and 100 kcal, shall be the following:
These lists (annex V and VI) do not consider the compositional changes in human breastmilk during a feed, related to diurnal changes or changes occurring during the time of breastfeeding, to offer a special, unique tailored nutrition to best fit human babies. Any such list and any breastmilk substitute produced in following this list could only have an approximative nutritional composition compared to breastmilk. This should be highlighted here not to induce confusion.


Per 100 kJ1
Per 100 kcal
Arginine
16
69
Cystine
6Ö" Ö 9 Õ" Õ
24Ö" Ö 38 Õ" Õ
Histidine
11Ö" Ö 10 Õ" Õ
45Ö" Ö 40 Õ" Õ
Isoleucine
17Ö" Ö 22 Õ" Õ
72Ö" Ö 90 Õ" Õ
Leucine
37Ö" Ö 40 Õ" Õ
156Ö" Ö 166 Õ" Õ
Lysine
29Ö" Ö 27 Õ" Õ
122Ö" Ö 113 Õ" Õ
Methionine
7Ö" Ö 5 Õ" Õ
29Ö" Ö 23 Õ" Õ
Phenylalanine
15Ö" Ö 20 Õ" Õ
62Ö" Ö 83 Õ" Õ
Threonine
19Ö" Ö 18 Õ" Õ
80Ö" Ö 77 Õ" Õ
Tryptophan
7Ö" Ö 8 Õ" Õ
30Ö" Ö 32 Õ" Õ
Tyrosine
14Ö" Ö 18 Õ" Õ
59Ö" Ö 76 Õ" Õ
Valine
19Ö" Ö 21 Õ" Õ
80Ö" Ö 88 Õ" Õ
1	1 kJ = 0.239 kcal.
____________

ANNEX VI
AMINO ACID COMPOSITION OF CASEIN AND BREAST MILK PROTEIN
The amino acid composition of casein and breast milk protein:
(g/100 g of protein)

Casein1
Breast milk1
Arginine
3.7
3.8
Cystine
0.3
1.3Ö" Ö 2.1 Õ" Õ
Histidine
2.9
2.5Ö" Ö 2.2 Õ" Õ
Isoleucine
5.4
4.0Ö" Ö 5.0 Õ" Õ
Leucine
9.5
8.5Ö" Ö 9.2 Õ" Õ
Lysine
8.1
6.7Ö" Ö 6.3 Õ" Õ
Methionine
2.8
1.6Ö" Ö 1.3 Õ" Õ
Phenylalanine
5.2
3.4Ö" Ö 4.6 Õ" Õ
Threonine
4.7
4.4Ö" Ö 4.3 Õ" Õ
Tryptophan
1.6
1.7Ö" Ö 1.8 Õ" Õ
Tyrosine
5.8
3.2Ö" Ö 4.2 Õ" Õ
Valine
6.7
4.5Ö" Ö 4.9 Õ" Õ
1	Amino acid content of foods and biological data on protein. FAO Nutritional Studies, No 24, Rome 1970, items 375 and 383.
____________

ANNEX VII
THE MINERAL ELEMENTS IN COWS’ MILK
As a reference, the contents of mineral elements in cows' milk expressed per 100 g of solids-non-fat and per g of proteins shall be the following:

Per 100 g SNF1
Per g of proteins
Sodium (mg)
550
15
Potassium (mg)
1680
43
Chloride (mg)
1050
28
Calcium (mg)
1350
35
Phosphorus (mg)
1070
28
Magnesium (mg)
135
3.5
Copper (μg)
225
6
Iodine
NS2
NS
1	SNF: ‘solids no fats’.
2	NS: non-specified, varies widely according to season and stock farming conditions.
____________

ANNEX VIII
REFERENCE VALUES FOR NUTRITION LABELLING FOR FOODS INTENDED FOR INFANTS AND YOUNG CHILDREN
Nutrient
Labelling reference value
Vitamin A
(μg) 400
Vitamin D
(μg) 10Ö" Ö 7 Õ" Õ
Ö" Ö Vitamin E Õ" Õ
Ö" Ö (mg TE) 5 Õ" Õ
Ö" Ö Vitamin K Õ" Õ
Ö" Ö (μg) 12 Õ" Õ
Vitamin C
(mg) 25Ö" Ö 45 Õ" Õ
Thiamin
(mg) 0.5
Riboflavin
(mg) 0.8Ö" Ö 0.7 Õ" Õ
Niacin equivalents
(mg) 9Ö" Ö 7 Õ" Õ
Vitamin B6
(mg) 0.7
Folate
(μg) 100Ö" Ö 125 Õ" Õ
Vitamin B12
(μg) 0.7Ö" Ö 0.8 Õ" Õ
Ö" Ö Pantothenic acid Õ" Õ
Ö" Ö (mg) 3 Õ" Õ
Ö" Ö Biotin Õ" Õ
Ö" Ö (μg) 10 Õ" Õ
Calcium
(mg) 400Ö" Ö 550 Õ" Õ
Ö" Ö Phosphorus Õ" Õ
Ö" Ö (mg) 550 Õ" Õ
Ö" Ö Potassium Õ" Õ
Ö" Ö (mg) 1000 Õ" Õ
Ö" Ö Sodium Õ" Õ
Ö" Ö (mg) 400 Õ" Õ
Ö" Ö Chloride Õ" Õ
Ö" Ö (mg) 500 Õ" Õ
Iron
(mg) 6Ö" Ö 8 Õ" Õ
Zinc
(mg) 4Ö" Ö 5 Õ" Õ
Iodine
(μg) 70Ö" Ö 80 Õ" Õ
Selenium
(μg) 10Ö" Ö 20 Õ" Õ
Copper
(mg) 0.4Ö" Ö 0.5 Õ" Õ
Ö" Ö Magnesium Õ" Õ
Ö" Ö (mg) 80 Õ" Õ
Ö" Ö Manganese Õ" Õ
Ö" Ö (mg) 1.2 Õ" Õ
[Ö" Ö Chromium Õ" Õ
Ö" Ö (μg)20 Õ" Õ]
[Ö" Ö Molybdenum Õ" Õ
Ö" Ö (μg) 25 Õ" Õ]
Ö" Ö Fluoride Õ" Õ
Ö" Ö (mg) 0.7 Õ" Õ
____________

ANNEX IXÖ" Ö VIII Õ" Õ
PESTICIDES WHICH SHALL NOT BE USED IN AGRICULTURAL PRODUCTION INTENDED FOR THE PRODUCTION OF INFANT FORMULAE AND FOLLOW-ON FORMULAE
Table 1
Chemical name of the substance (residue definition)
Disulfoton (sum of disulfoton, disulfoton sulfoxide and disulfoton sulfone expressed as disulfoton)
Fensulfothion (sum of fensulfothion, its oxygen analogue and their sulfones, expressed as fensulfothion)
Fentin, expressed as triphenyltin cation
Haloxyfop (sum of haloxyfop, its salts and esters including conjugates, expressed as haloxyfop)
Heptachlor and trans-heptachlor epoxide, expressed as heptachlor
Hexachlorobenzene
Nitrofen
Omethoate
Terbufos (sum of terbufos, its sulfoxide and sulfone, expressed as terbufos)
Table 2
Chemical name of the substance
Aldrin and dieldrin, expressed as dieldrin
Endrin
____________


ANNEX IX
SPECIFIC MAXIMUM RESIDUE LEVELS OF PESTICIDES OR METABOLITIES OF PESTICIDES IN INFANT FORMULAE AND FOLLOW-ON FORMULAE
Chemical name of the substance
Maximum residue level
(mg/kg)
Cadusafos
0.006
Demeton-S-methyl/demeton-S-methyl sulfone/oxydemeton-methyl (individually or combined, expressed as demeton-S-methyl)
0.006
Ethoprophos
0.008
Fipronil (sum of fipronil and fipronil-desulfinyl, expressed as fipronil)
0.004
Propineb/propylenethiourea (sum of propineb and propylenethiourea)
0.006
____________
ANNEX X
Part A
Repealed Directive, with its successive amendments
(referred to in Article 11) 


Part B
List of time limits for transposition into national law 
(referred to in Article 11)
Directive
Time limit for transposition
Permission of trade in products complying with this Directive
Prohibition of trade in products not complying with this Directive
















____________

ANNEX XI
Correlation Table
Directive [91/321/EEC]
This Directive
Article 1
Article 1
Article 2
Article 2
Article 3
Article 3
Article 4
Article 4
Article 5
Article 5
Article 6
Article 6
Article 7
Article 7
Article 8
Article 8
Article 9
Article 9
Article 10
Article 10
Article 11
-
-
Article 11
-
Article 12
Article 12
Article 13
Article 13
Article 14
Annexes I  to VI
Annexes I  to VI
Annex VII
-
Annex VIII
Annex VII
Annex IX
Annex VIII
Annex X
Annex IX
____________

