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AMENDMENT TO EU DIRECTIVE 2006/141/EC-PROTEIN
REQUIREMENTS FOR INFANT AND FOLLOW-ON
FORMULAE

Commission Directive 2013/46/EU" was published on 28 August 2013 and amends Commission Directive
2006/141/EC2. Goats' milk protein is allowed for use as a protein source in infant formulae and follow-on
formulae. The final products shall be compliant with the nutritional requirements under Commission Directive
2006/141/EC before the products are marketed. This new regulation must be brought into force by the EU
member states by 28 February 2014.

Based on Commission Directive 2006/141/EC, the essential composition of infant
formulae and follow-on formulae must satisfy the nutritional requirements for
infants in good health and have the acceptable scientific data to prove it. Protein is
the main constituent of concern for this requirement. Cows’ milk proteins and soy
proteins alone or in the mixture are allowed for use in the infant formulae and
follow-on formulate while protein hydrolysis is granted only in the infant formulae.

In recent years, goats’ milk is considered as the natural alternative to cows’ milk

because both have a similar flavor and nutritional profile of minerals, vitamins, fat,
protein and amino acids (excluding alpha-s1-casein which is lower in goats’ milk

than in cows’ milk). In 2012, the European Food Safety Authority (EFSA) provided
scientific opinion? to support the concept that goats’ milk protein can be used as a
source of protein in formulae, in the same manner as cows’' milk protein and soya
protein is used. This opinion led to the development of innovative products based

on goats’ milk protein which have been placed on the market. Nevertheless, there
is no regulation to cover the application of goats’ milk protein in infant products.

Therefore the Commission Directive 2006/141/EC was amended and replaced with ' Commission Directive 2013/46/EU
the Commission Directive 2013/46/EU. For the new regulation, the goats’ milk 2 Commission Directive 2006/141/EC
protein is stated in the new regulation as follows: 3 EFSA “Scientific Opinion on the
1) In paragraph 1 (the second subparagraph) of Article 7 suitability of goat milk protein as a
2) Article 12 source of protein in infant formulae and
3) Annex | with the point 2.1, 2.3, 10.1, and 10.2 in follow-on formulae »

)

4) Annex Il with the point 2.1, 2.3, 8.1, and 8.2
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Moreover, in subparagraphs of paragraph 2 in Article 7 more information is added and
the footnotes / titles in Annex Ill and Annex VI are replaced. The text advices that the
nutritional suitability of the products from both cows’ milk or goats’ milk has to be
demonstrated through appropriate studies. The studies have to be performed
following generally accepted criteria and expert guidance.

SGS is committed to keeping you informed of regulation news and developments.
Leveraging our global network of laboratories and food experts, SGS provides a
comprehensive range of food safety and quality solutions including analytical tests,
audits, certifications, inspections, and technical support. We continually invest in our
testing, capability, and state-of-the art technology to help you reduce risk, improve

food safety and quality. For further more information, please visit our website:
www.foodsafety.sgs.com.
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