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NEW ZEALAND FOOD & GROCERY COUNCIL




COMMENTS ON STANDARD 
2.9.1 – POLICY OPTIONS FOR THE REGULATION OF INFANT FORMULA PRODUCTS
The New Zealand Food & Grocery Council (the “FGC”) represents manufacturers and suppliers of food and beverage products in the grocery industry in New Zealand. The FGC supports the intent of the Policy Options for the Regulation of Infant Formula Products Consultation Paper (the “Paper”) in that it seeks to protect the health and safety of formula fed infants while recognising that there are limits to how closely infant formula can replicate the unique and complex properties of breast milk.
The FGC wishes, however, to make the following comments in respect of the Paper:

· The FGC submits that it is essential that the regulatory environment for infant formula products does not restrict information that supports informed choice and promotes safe use of the products;
· The FGC notes that industry bears a considerable onus of responsibility in the manufacture of safe and nutritious foods. The ingredients used in preparation of infant formula products will come from a variety of sources depending on seasonality and supply chain logistics. Because of this it is essential that food ingredients approved for use and for which there is no substantiated evidence of safety risk or nutritional inadequacy when used in infant formula products, should not be subject to prior approval requirements;
· The FGC supports the position that breast milk provides the best possible nutrition for infants, however, the assumption that breast milk composition should be the only standard against which the nutrient composition of infant formula products should be registered is incorrect. Breast milk varies significantly from one woman to another depending on the nutritional state of the mother and so it can only form part of the equation when it comes to assessing the composition of infant formula;
· The FGC recognises that not all infants can or will be given breast milk so it is essential that the health of these infants is fully supported by the provision of safe and high quality infant formula; 
· The FGC believes that the Australasian regulatory environment should be consistent with international regulatory standards. Furthermore, an overly restrictive regulatory environment may hinder industries’ ability to provide optimal support for non-breastfed infants as it has the potential to impede the quality and affordability of products in the market; and
· The FGC fully supports and endorses the submission made by the Infant Nutrition Council.

The FGC wishes to make the following comments in relation to the specific questions posed by the Food Regulations Standing Committee (“FRSC”).
1. Do you have any comments on the definitions used?

The FGC agrees with most of the definitions proposed in the Paper.
The FGC does not agree with the definition for ‘Follow-on Formula’ and submits that it should be changed to bring it in to line with the Codex definition. Under Codex Follow-on formula means, “a food intended for use as part of the weaning diet for the infant from 6 months of age”.

The FGC does not agree with the definition of ‘Health outcome’ and suggests that the following definition would be better “Health outcome means the impact resulting from the addition, deletion or change of proportion/s of an ingredient/s to an infant formula product on the growth and development of the infant”.

2. Are there any international standards of relevance that have not been noted here? Please provide references.

The Codex Standard for Follow-up Formula is not listed in the Paper and continues to be used in other jurisdictions. If we do not align ourselves with this standard in Australasia then we may potentially expose ourselves to market access issues. The FGC recognises the importance of restricting the consideration of food regulations to countries with a similar standard of living to both Australia and New Zealand.  
3. Are there any impacts for consumers, industry, government and public health stakeholders that have not been included here? Please provide details.

The FGC notes that increased requirements with respect to the evaluation of new ingredients and efficacy trials will result in the increased cost of infant formula for consumers. It is crucial that infant formula remain affordable so that infants who are not given breast milk have a viable and affordable alternative.
Product and ingredient labelling on pack must be sufficient to enable consumers to make a considered choice when they are purchasing infant formula. This is mainly because very few consumers consult health care professionals when deciding what infant formula product is most suitable for their infant. Furthermore, market research has shown that consumers rely on labelling as a source of accurate information.

The FGC believes that if policy determines that the regulation of infant formula products is brought into line with national nutrition policies and guidelines then there must be a mechanism to ensure that these policies and guidelines are updated regularly. There is a potential impact on public health if this does not occur, as it is essential for the health of formula fed infants that they have the best product possible. 
4. What criteria should underpin the essential nutritional composition requirements?

The criteria should be whether or not the nutrient or ingredient is scientifically proven to be essential for normal growth and development in infants. Nutrients considered essential in general purpose infant formula are those which if lacking may impair adequate normal growth and development of the infant. This must be considered within the context of the products use for example as the sole form of nutrition for infant formula or as the principle source of nutrition for follow on formula. The FGC believes that it is important to note that breast milk should not be used as the sole reference point as the essential nutrients found in breast milk may not always be adequate if the mother is not in optimal health.
5. Should any ingredients other than additives, processing aids and nutritive substances that are being used for infant formula products, require pre-market assessment?
The FGC submits that ingredients other than additives, processing aids, novel foods and nutritive substances should not require pre-market assessment. Furthermore, the FGC believes that extending pre-market assessments to all ingredients that make up a finished infant formula product such as maltodextrin or complex milk lipids is unnecessary. A pre-market assessment adds delays to new product development, adds additional costs to the product which invariably get passed on to the consumer and stifles innovation because the current approval process affords no confidentiality. 
6. Is the health and physiological outcome of the full term, breast-fed infant a useful benchmark in considering the composition of infant formula products?

The FGC believes that this is a useful benchmark as breast milk is considered optimal for infants up to six months of age. For infants beyond six months of age both the health and physiological outcome of infants fed both breast milk and infant formula products should be considered.
7. Is health benefit (as defined in this paper) a useful benchmark in considering the composition of infant formula products? Why or why not?

The FGC understand that the definition of ‘health benefit’, as prescribed in this Paper, means “that the addition of an ingredient is likely to lead to an overall better health outcome than not adding the ingredient” and that ‘health outcome’ means “growth and development or other health condition”.
The FGC believes that the health outcomes of normally breast-fed infants are appropriate benchmarks when considering the essential nutrient composition of infant formula. Health benefits, as defined in this paper, and demonstrated by defined levels of evidence, may be useful benchmarks in considering whether novel nutrients should be permissible optional ingredients in infant formula products. In order to allow consumers to make an informed choice communication of the health benefit(s) demonstrated by defined levels of evidence should be permitted on infant formula product labels.  
Furthermore, the benchmarks applied in considering the composition of infant formula products need to be consistent with international standards to avoid trade barriers.

8. Should ingredients not present as components of breast milk be permitted to be used in infant formula products?
The FGC submits that it is essential that ingredients not present as components of breast milk be included in infant formula products. This question assumes that breast milk can be broken down to component ingredients which can readily be sourced such that a breast milk substitute can be built up from the same building blocks. In reality this is not the case. An example of this is that all fat in breast milk is milk fat but there are no suitable alternative milk fat sources that deliver a similar fatty acid profile. Therefore, in order to achieve a similar fatty acid profile manufacturers must rely on multiple sources of fat such as vegetable oils which are not present in breast milk. 
The FGC believes that if only components of breast milk are permitted to be used in infant formula products, the health benefits that can be delivered to infants post weaning from breast milk will be severely limited. 
9. When should an optimal ingredient become a mandatory ingredient? What criteria should be required?

The FGC submits that mandatory requirements should be restricted to essential composition only, that is, to nutrients/ingredients for which there is a demonstrated deficiency state if levels are insufficient. Nutrients that promote further health benefits yet are not essential to promote human life should not be mandatory. If non-essential ingredients are mandated it will potentially lead to increased formula costs, which may in turn promote inequalities in infant health and/or result in trade barriers, as the international norm is to apply mandatory requirements to essential composition only. 
10. Should the policy principles for infant formula be the same as for follow-on formula?

The FGC submits that it is appropriate for high order principles to be the same for both infant formula and follow-on formula, however, some differences in general order principles may be required. These two products have distinct differences in their purpose and this must be considered at a policy level. Infant formula provides sole nutrition whereas follow-on formula forms part of a mixed diet for infants from six months of age. Furthermore, the practical constraints of evaluation of efficacy of follow-on formula could preclude the same policy principles being applied as for infant formula.
11. Are there any policy principles that should specifically guide the regulation of infant formula products for premature or low birth weight infants? 
This specific population of infants are particularly vulnerable, therefore, both safety and the intended health outcome to address the conditions of low birth weight or prematurity in formula-fed infants should be demonstrated. 
The FGC believes that harmonisation with international standards should guide the regulation of infant formula products for premature or low birth weight infants. Furthermore, this policy option should also apply to guide the regulation of infants with special health conditions.
12. Should pre-market assessment of infant formula products for premature, or low birth weight infants require the same level of evidence and assessment standards as infant formula products for general use?

As premature or low birth weight infants are more vulnerable than infants who have reached full term, additional vigilance is required in the regulation of infant formula products for these groups. The FGC believes that the proposed type and level of evidence should differ for these groups as it is not always feasible to conduct large-scale, randomised controlled trials on such a specific and small population. An appropriate control group must also be considered when evaluating these products as healthy term infants may not be relevant.

In Australasia, criteria for assessment should include:

· harmonisation and compliance with international standards;
· recognised local and international expert opinion;

· history of use;

· demonstration of product or ingredient safety; and

· demonstration of the intended health outcome that addresses the specific health condition in the infants and health benefit where appropriate.

In the event of compliance with international regulations, the FGC notes that timeframes for assessment of these products by Food Standards Australia New Zealand (“FSANZ”) would need to be much shorter than the current assessment times for paid applications. This is essential to ensure that these infants are provided with nutritional products specific to their health condition and in line with the latest scientific evidence and research.

13. Are there any specific policy principles that should specifically guide the regulation of infant formula products for infants with specific health conditions?
Please refer to our response to question 11 as the same response applies to infant formula products for infants with specific health conditions.
14. Should pre-market assessment of infant formula products for infants with specific health conditions require the same level of evidence and assessment standards as infant formulas for general use?

Please refer to our response to question 12 as the same response applies to infant formula products for infants with specific health conditions.

15. If an ingredient is proposed to be added to an infant formula product with the intention of achieving a health benefit, is a pre-market assessment of that benefit warranted?

The FGC supports in principle the concept that pre-market assessment is warranted when a new ingredient is to be added with the intention of achieving a physiological outcome leading to a health benefit. The FGC does not consider that this requirement should be applied retrospectively. Furthermore, the FGC submits that it would be appropriate to permit communication of the health benefit on the label to allow consumers to make an informed decision in their purchase choice.
Alignment with global standards and existing permissions in other markets is important to reduce regulatory burden, decrease cost and improve health outcomes for Australian and New Zealand infants.

16. Does post-market surveillance have a place in the regulatory framework for infant formula products?

The FGC submits that post-market surveillance does not have a place in the regulatory framework for infant formula products. This is because post-market surveillance is very difficult from a practical point of view and it is very expensive to monitor. The additional expense of post-market surveillance would ultimately be passed on to the consumers.
17. Do you think conditional approvals should be given so long as post-market surveillance is undertaken?

The FGC does not believe that conditional approvals should be given so long as post-market surveillance is undertaken. Compliance with post-market surveillance requirements would be difficult and costly to implement and monitor and would potentially increase the burden on industry and government departments.
The FGC also notes that passive surveillance already takes place in the form of 0800 numbers that are available for all consumers to capture issues with all products.
18. What do you consider would be a major formulation change to an infant formula?
The FGC understands that this question is not independent of question 17 and confirms that the FGC is not in support of post-market surveillance for major formulation changes.
19. Do you think existing guidelines, standards and other regulatory measures deal effectively with labelling and advertising in relation to infant formula products?

The FGC submits that the existing guidelines, standards and other regulatory measures do not deal effectively with labelling of infant formula. Standard 2.9.1 and draft Standard 1.2.7 do not support FSANZ objectives or the proposed FRSC High Order Policy Principles to enable the provision of adequate information to allow consumers to make an informed choice.
The FGC strongly believes that manufacturers should be able to display clear information relating to the presence of ingredients and the nature of those ingredients to allow the consumer to make an informed choice as to the product’s suitability. Industry currently relies on health care professionals to provide information about infant formula and the difference between them to parents who have made the decision to use infant formula. However, the fact remains that very few parents consult a health care professional to obtain advice about suitable formulas for their infant and these parents rely on the information contained on the product at the point of purchase.  Furthermore, there is no evidence that including labelling on infant formula products would negatively impact on breast-feeding rates.

The FGC submits that if it is not possible to communicate product innovations on pack then there is little incentive for industry to innovate and further improve their infant formula products.

Innovation and product differentiation in the marketplace is critical in order to bring scientifically improved products to the consumer, and to foster a competitive environment within the marketplace. The only avenue available for differentiation of infant formula products is to innovate through the addition of optional ingredients which are able to demonstrate a health benefit. Products containing optional ingredients will be more expensive that those without. The cost of this is passed onto the consumer and consumers must be given this choice accompanied by sufficient information on the label. Prohibiting information about what is different about the varying types of infant formula products on the market inhibits choice, and impedes industry incentive into innovation.
The FGC believes that the existing guidelines and codes do deal effectively with the advertising of infant formula products.
20. Are there any policy options that have not been considered here?

The FGC believes there is one addition that has not been considered. This option is Option 4 with an amendment, specifically:
Specified categories of ingredients proposed to be used in infant formula products require a pre-market assessment assessing safety and where applicable: comparison with breast milk and equivalence of physiological outcomes to exclusively breast-fed infants. The pre-market assessment does not include health benefit except where the ingredient proposed is being added for the purpose of a health benefit. In which case industry is required to have some level of evidence in order to demonstrate efficacy and also be able to communicate the demonstrated benefit to consumer.
21. Can you provide data to support the potential costs and/or benefits of impacts of policy options? If so, please provide this in relation to comments on the key issues and relevant options.

The FGC is not in a position to provide specific data to support the potential costs and/or benefits of impacts of policy options. 
22. Please indicate your preferred option (as stated or otherwise) and provide details as to why you consider this option is suitable.
The FGC supports the use of Option 4 with the amendment as specified in Question 20 above.
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