ANNEX E


Partial Regulatory Impact Assessment 

The Food for Particular Nutritional Uses (Miscellaneous Amendments) (England) Regulations 2007

Purpose and intended effect of the measure

Objective

1. The proposed Regulations will, in England, 
· Provide for the execution and enforcement of Commission Regulation 1609/2006, which allows partially hydrolysed infant formula based on hydrolysates of whey protein from cows’ milk to be placed on the UK market, provided that the protein content is between 1.86g/100kcal and 3g/100kcal and the protein is sourced and processed as provided in the Annex of Commission Regulation 1609/2006. This Regulation will amend the Infant Formula and Follow-on Formula Regulations 1995 (as amended),
· Implement Commission Directive 2006/82/EC, to update the definition of the Directive referred to in the Medical Food (England) Regulations 2000 to reflect the accession of Bulgaria and Romania to the European Union in 2007,
· Implement Commission Directive 2006/125/EC, to update the definition of “the Directive” in the Processed Cereal-based foods and Baby Foods for Infants and Young Children (England) Regulations 2003 so that it refers to the Directive 2006/125/EC instead of Directive 96/5/EC as amended.

Devolution

2. The proposed Regulations would apply in England only. Separate parallel implementing legislation will be made in Scotland, Wales and Northern Ireland.
Scope of this RIA
3. The purpose of a Regulatory Impact Assessment (RIA) is to assess and record the likely costs and benefits of the forthcoming provisions for businesses, consumers and enforcement bodies. Given that the proposed changes in regulations 3 and 4 do not change any of the requirements of national legislation we do not anticipate that implementation of these Regulations will impose any costs or savings on businesses. Therefore, a RIA has not been prepared to accompany Regulations 3 and 4 at this stage. However, if you consider that Regulations 3 and 4 will impose additional costs on business or the public sector, please provide evidence and estimated costs in your response to this consultation and we will consider preparing a RIA. This RIA covers only Regulation 2 of these Regulations.

Background (Regulation 2)

4. European Community controls on the composition and labelling of infant formulae and follow-on formulae were introduced in 1991 through Commission Directive 91/321/EC as amended by 96/4/EC, 1999/50/EC and 2003/14/EC.

5. The main aims of these Directives were to ensure that:

· the essential composition of infant formulae and follow-on formulae satisfy the specific nutritional requirements of infants in good health as established by generally-accepted scientific data; 

· the labelling of infant formulae and follow-on formulae allows the proper use of such products and is such that it promotes and protects breastfeeding;

· the rules on composition, labelling and advertising are in conformity with the principles and aims of the International Code of Marketing of Breast-Milk Substitutes ("the Code");

· Member States (MS) may take appropriate measures in order that information about infant feeding given to pregnant women and mothers of infants ensures appropriate use of infant formulae and follow-on formulae and is not counter to the promotion of breastfeeding.

6. Directive 91/321/EEC (as amended) sets out the compositional requirements for infant formula and follow-on formula.  The annexes of the Directive give criteria for protein, carbohydrate, fat, minerals, vitamins and other nutrients as components of infant formula and follow-on formula based on advice from the EU independent Scientific Committee on Food
 (SCF). These criteria include, where necessary, the maximum and minimum levels and source of each nutrient. 

7. The following are the criteria for protein source and the associated maximum and minimum levels as currently applicable to infant formula:

· cows’ milk protein (1.8g/100 kcal – 3g/100 kcal),

· soya protein isolates (2.56g/100 kcal – 3g/100 kcal),

· protein partial hydrolysates from cows’ milk (2.25g/100 kcal – 3g/100 kcal).

8. Following advice issued by the European Food Safety Authority
 (EFSA; the role of EFSA was carried out previously by the SCF), Commission Regulation 1609/2006 provides a derogation from certain provisions of 91/321/EEC  to allow an infant formula with a protein content of 1.86g per 100kcal energy, based on hydrolysates of whey protein derived from cows’ milk protein, to be placed on the market in the EU, provided that it also meets the other criteria for protein source and processing listed in the Annex of the Commission Regulation 1609/2006. Infant formula which meets the requirements of Commission Regulation 1609/2006 must also meet the other essential compositional criteria and other Regulations relevant to infant formula.
Provisions in draft Regulation 2

9. The key proposal of Regulation 2 is to provide, in England, for the execution and enforcement of Commission Regulation 1609/2006 which authorises placing on the market infant formula based on hydrolysates of whey protein from cows’ milk, provided that the protein content is between 1.86g/100kcal and 3g/100kcal and the protein is sourced and processed as provided in the Annex of Commission Regulation 1609/2006.

This will be achieved by amending the Infant Formula and Follow-on Formula Regulations 1995.  
Rationale for government Intervention

10. Regulation 2 is required to implement a European Commission Regulation which is directly applicable in all Member States. This Regulation will allow companies who have manufactured products which comply with Commission Regulation 1609/2006 to market them in the UK and thereby facilitate increased choice for consumers.
CONSULTATION
11. Consumer and health professional groups, manufacturers and industry bodies, enforcement bodies, individuals and other government departments are being consulted on these draft Regulations and this PRIA is part of the formal consultation.  

Options


12. Options for transposing the provisions of the Commission Regulation are as follows:


Option 1: do nothing i.e. fail to implement the Commission Regulation,

Option 2: implement the provisions of the Commission Regulation as required by European law.

Flexibility

13. The Commission Regulation does not offer any flexibility on the implementation of its provisions. 

Costs and benefits
Business sectors affected 

14. The new provisions affecting the composition of infant formula would benefit those businesses involved in the manufacture and sale of these products as well as those involved in the production of ingredients.  

15. According to the Mintel
 UK retail sales of baby foods and drinks in 2004 totalled £319.5 million with £152.4 million (47.7% of the total) accounted for by sales of infant formula and follow-on formula. The supply structure for infant formula and follow-on formula is characterised by three major manufacturers accounting for 97% of sales. Infant formula and follow-on formula are distributed via a wide range of retail outlets, with around 15% sales by volume being through NHS baby clinics.


Consumers affected

16. The legislation will facilitate increased consumer choice. We do not envisage any differential effect of the legislation on consumers because of gender, age, health or income. We do not envisage that the legislation would have differential effects on disabled people or those living in different regions or in rural communities. We consider that the proposal will have no impact on racial equality issues.

Voluntary Organisations and charities

17. We are not aware of any charities or voluntary organisations that would be affected by the legislation.

Public sector

18. Government and enforcement authorities would be affected by the legislation.  

We welcome views from enforcement authorities on any additional costs related to enforcement of the proposed Regulation.
Benefits


19. Option 1 – failure to implement would not bring any benefits to consumers, industry, enforcement authorities or Government. Failure to implement would also be a risk to Government as it would result in a breach of the UK’s obligations under the EC treaty and would attract infraction proceedings by the Commission against the UK under Article 226 of the EC treaty. Other Member States could also initiate action under Article 227. Ultimately the UK would be forced to implement. 

20. Option 2 – Implementation would benefit consumers by increasing consumer choice; benefit industry by allowing new products to be placed on the market; and benefit Government by removing the risk of infraction procedures.  

Costs


21. Option 1 – Failure to implement would prevent consumers having access to a product which has been approved for use in the EU and would disadvantage UK companies which would be unable to market a product suitable for infants. Lack of implementation could bring to the Government the cost of potential infraction proceedings and inadequate regulation of the market which will impact on businesses and consumer choice.
22. Option 2 – There are no costs to consumers, businesses, enforcement authorities or Government associated with implementation of this new Regulation apart from administrative costs to Government.  

23. The environmental impact of either option is likely to be negligible.

We welcome views from all stakeholders on the costs and benefits of the proposed Regulation.
Administrative Burden 

24. The administrative burden is the cost of complying with a regulation to provide information, less any costs that would be incurred during the normal course of business (i.e. if the legislative information requirement was not in place). There are currently less than 10 manufacturers of infant formula and follow-on formula in the UK.  We believe that the only additional administrative burden to these companies would be the one-off cost to read and understand this Regulation.  There would be no other additional administrative costs.  

We welcome views from all stakeholders on the administrative burdens to business of the proposed Regulation.  If stakeholders consider that there would be additional administrative costs we would welcome evidence of these costs over and above those that would be incurred during the normal course of business. 
Small Firms Impact Test

25.  As the supply of infant formula and follow-on formula is characterised by a small number of large firms accounting for 97% of sales in this area the impact of these Regulations on small firms will be minimal. 

We welcome views from any small businesses that may be affected by the proposed Regulations.

Impact on the Regions

26.  Any regional differences due to the new legislation would depend upon the location of the relevant businesses. We are not aware of any differential impact. 

We welcome views from any stakeholders on any potential differential regional impact brought about by this Regulation. 

Competition assessment


27.  As stated above, the supply structure for infant formula and follow-on formula is characterised by three major manufacturers accounting for 97% of the sales. It is possible that implementation of this amendment may act to encourage or facilitate new entry or growth within this market. As such we consider this amendment to have the potential of being pro-competitive.

We would welcome views from stakeholders on how this Regulation may affect competition in the manufacture or retail of infant formula and follow-on formula.

Enforcement, sanctions and monitoring
 

28.  Local food authorities are responsible for enforcing the Regulations. The amending Regulations bring no new enforcement responsibilities.

Post-implementation review

29.  The Commission Regulation does not provide for any specific review date and there is no provision in the main Infant formula and follow-on formula Directive for a review. 

Summary and Recommendations

30. This section will be completed as part of the full RIA, after the consultation is complete.
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