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Main Comments on
EC Working document:
Preliminary Draft of a Commission Directive on infant formulae and follow-on formulae
(Recast version), dated 5 April 2004




IDACE welcomes the revision of Directive 91/321/EEC on infant formulae and follow-on-formulae, but would like to comment briefly here on five important points (when more detailed IDACE comments are available, these are referenced).



Age of introduction of follow-on formula, and thus of complementary food (weaning food), (Article 2.d: Definition and Article 7.2.b: Labelling) IDACE detailed comments reference 04/151, dated 30 April 2004
The European Union is proposing to change the age at which follow-on formulas can be introduced from 4/6 months to 6 months of age based on new WHO global recommendations.  It is anticipated that a similar change in the age of introduction of weaning foods (cereal-based foods and baby foods) for the European Union will follow.  IDACE Members are committed to providing the best possible foods at the appropriate age to European infants and young children and fully supports measures that have been shown to improve the health of this vulnerable group.  The decision to change the age of introduction of follow-on formulas and weaning foods in Europe, however, has not been adequately assessed.  Such a change would require a major change in the current recommendations for feeding practices in the Member States but the nutritional benefits have not been established.  

IDACE requests, therefore, that such an important decision affecting future generations of babies should only be made after a systematic assessment of the benefits and risks of the proposed change has been carried out based on European population by EFSA and/or other appropriate European scientific bodies.


other ingredients (Article 4)
IDACE fully support the new wording of Article 4.


Composition (Article 5, Annex I, Annex II) IDACE detailed comments reference 03/192, dated 3 October 2004
IDACE welcomes the revision of the composition of infant formulae and follow-on-formulae in the light of the latest scientific knowledge as its members have always supported infant nutrition research, and aimed to constantly increase knowledge and innovate to the benefit of the infant.  

However IDACE has several comments and reservations on the proposal that would need to be considered by an appropriate scientific body, these are:
	The change of the nitrogen conversion factor of milk protein into one different from the one used by the rest of the dairy industry in the world and included in most EU and Codex texts (that is the change from N x 6.38 to N x 6.25). 

The proposed criteria for not more that 15% non-protein nitrogen (NPN) for products made from intact cow’s milk protein, which does not bring additional safety or guarantee on the nutritional value of the formula.
The prohibition to sum up methionine and cystine, when the ratio of methionine to cystine exceeds 2, would require cystine to be added for all formulae for infants manufactured from unmodified cows’ milk protein and goes against most recent expert recommendations.
The reduction of the maximum for protein for follow-on formulae, many of which are destined for the export market, where the protein in the diet is lower than that of EU infants.
The important increase in the minimum level for alpha-linolenic acid if LCPs are not added and the requirement for the DHA level not to exceed that of n-6 LCP both of which IDACE feels is too early given the current state of science in this field.
The introduction of a minimum for selenium, which is much higher than current selenium levels in European formulae without any clinical evidence on selenium deficiency in Europe. In addition, a maximum is proposed for selenium without any clinical data for such a high selenium level.
The reduction of the maximum level of iron permitted to be added to follow-on formulae that is inconsistent with the increase in the nutrient reference value (NRV), and reduces the iron intake to below the optimum for a number of infants.
The maximum level of energy should be set at 75 kcal/100ml (and not 70kcal/100ml) in order to reflect differences of weaning diet among Member States, and developing countries where these formulas are exported.
If a maximum level is to be set for phospholipids for nutritional purposes, it should be 2g/l and not 1g/l, in order to achieve the recommended minimum level of arachidonic acid (AA) and docosahexaenoic acid (DHA) when using egg lecithin as a source of AA and DHA.
Confirmation is sought whether GOS can be used in infant formulae and follow-on-formulae at levels up to 0.72 g/100 ml without FOS being present at the level of 0.08 g/100 ml.
The addition of probiotics (sucha as L(+)-lactic acid producing cultures) should be conditionally permitted for infant formulae and follow-on formulae under Annex I and II as recognised in the SCF report, the current draft revised Codex Standard, and as authorised in EU legislation on additives.
Beta-carotene, which occurs in human milk, should still be authorised as a source of vitamin A (retinol). No precise conversion factor for neonates can be given for beta-carotene, still it has been demonstrated that the intestinal mucosa of neonates does convert beta-carotene into retinol.


LABELLING / Claims 
Article 8.7 and 8.8
IDACE welcomes the new provision in Article 8.8 allowing the use of statements that reflect ethical or religious considerations which might influence dietary choices, although IDACE understands that such information is already allowed under the current applicable legislation.  IDACE would welcome confirmation that labelling information that is not considered nutrition and health claims and is not specifically prohibited or restricted by this directive would continue to be allowed.

	IDACE is concerned about the fact that no procedure has been put in place in order to allow specific nutrition and health claims other than the ones listed in Annex IV.  Nutrition and health claims, being true statements/information regarding the compositional and dietary properties of the foods, provide important information to parents.  A closed list of nutritional and health claims would impede innovation and progress in infant nutrition.  

IDACE wishes that a procedure be developed for nutritional and health claims based on the recommendations of the SCF paragraph 12 of Chapter X of the SCF report:

“The Committee recommends that the scientific basis for claims for infant formulae, as laid down in Annex IV of the Infant Formulae Directive, should be reconsidered, based on current scientific knowledge. The Committee recommends that mechanisms and criteria should be developed for the communication not only of relevant compositional properties, but possibly also of selected other effects of infant formulae or follow-on formulae if they have been demonstrated beyond doubt in rigorous studies with adequate scientific standards, and the evidence has been accepted by an independent scientific body reviewing such data..  As a result, IDACE believes that the following 2 types of claims should be allowed IDACE detailed comments reference 01/071, dated 23 October 2003: 
Nutrition claims and other statements that provide for simple descriptions related to the composition of infant formulae,
Claims related to health effects. 

	IDACE suggests to reword Article 8.7 into:

Without prejudice to the provisions laid down in Article 2 of Directive 2000/13/EC, the labelling may bear:
1.	Nutrition claims and simple descriptive or informative statements as to the presence or absence of non-compulsory nutrients, other substances or ingredients.
2.	Health Claims that have been approved according to the procedure laid down in chapter IV of the [draft Proposal for a] Regulation on nutrition and health claims made on foods, or as listed in Annex IV of this Directive and in accordance with the conditions laid down therein.


Annex IV

	Optional Ingredients (such as listed in Annex I), and ingredient added in line with Article 4 should be included in Annex IV, and this particularly holds for probiotics


- The claim on probiotics may read as follows: “1.5. Added probiotic or an equivalent claim related to the addition of a non-pathogenic L(+)lactic acid producing bacteria”.
- Conditions warranting this claim: “The viable CFU count at the end of shelf life of the formula should ensure a minimum daily intake of 108 CFU with the reconstituted formula.”  

	The maximum level of lactose required making the claim “lactose-free” in an infant formula should be 45mg/100kcal.  The proposed level of 10mg/100kcal would be required for formulae intended for infants with galactosaemia (which formulae are FSMP Dietary Foods for Special Medical Purposes as defined in Directive 1999/21/EC).  Infants with ordinary lactose intolerance do tolerate lactose levels significantly higher than 10 mg/100 kcal.  In practice, the formulae claimed to be lactose-free may contain levels up to 45 mg/100 kcal (30 mg/100 ml prepared formula).



5.	COMPLIANCE OF PRODUCTS WITH of the future Directive 
The changes proposed are considerable and would necessitate to the reformulation of most of the products existing on the market which is a long difficult and costly process.  This process involves changes of raw materials (e.g. proteins, vitamin-premixes, different manufacturing procedures, changes in the production lines, packaging) and all subsequent measures related to quality management (e.g. stability test, and maybe clinical trials) and moreover aspects of communication/education of health care professional on the modifications.

IDACE points out that the timing for the implementation of a revised legislation should reflect the aforementioned aspects.  However, IDACE welcomes the provision that products which are not in conformity with Articles 1, 2, 3, 5, 6 and 7 and Annex I, II, IV,V VI and were labelled before [the assumed date of implementation] shall be authorised whilst stocks last.

