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Learning Objective
To explain the applicable measures, outline the differences between the ‘old’ and the
‘new’ ones as well as the transition periods with regard to
1. Infant formula and
2. Follow-on formula
Part 2: Labelling and marketing
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Labelling requirements
IF and FoF shall comply with Regulation 1169/2011.
Directive 2006/141/EC or Regulation 609/2013 and Regulation 2016/127 set
additional requirements and derogations.
The name of IF and FoF shall be respectively
• ‘infant formula’ and ‘follow-on formula’ or
• ‘infant milk’ and ‘follow-on milk’ if entirely made of cow’s and goat’s milk
proteins
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Labelling provisions specific to IF and FoF
• The labelling, presentation and advertising of IF and FoF
Øshall be designed so as not to discourage breastfeeding
• The labelling, presentation and advertising of IF
Øshall not include pictures of infants, or other pictures or text which may
idealise its use
• The labelling of follow-on formula
Øshall not include pictures of infants, or other pictures or text which may
idealise its use (FoF complying with Reg 2016/127)
Graphic representations for easy identification permitted
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Labelling provisions specific to IF
Mandatory statements:
• the product is suitable for infants from birth when they
are not breast fed
• the superiority of breast feeding
• preceded by the words ‘important notice’,
recommending that the product be used only on the
advice of independent persons having qualifications in
medicine, nutrition or pharmacy, or other professionals
of maternal and child care (health care professionals)
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Labelling provisions specific to FoF
• Mandatory statements that the product:
Ø is suitable only for infants over the age
of six months, that it should form only
part of a diversified diet,
Ø is not to be used as a substitute for
breast milk during the first six months of
life and
• Mandatory statement that the decision to
begin complementary feeding, including
any exception to six months of age, should
be made only on the advice of independent
health care professionals, based on the
individual infant's specific growth and
development needs

Labelling provisions specific to IF and FoF

• Instructions for appropriate preparation, storage and disposal of the product
and a warning against the health hazards of inappropriate preparation and
storage
• The labelling, presentation and advertising of infant formula and follow-on
formula shall provide the necessary information about the appropriate use of
the products, so as not to discourage breast feeding.
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Labelling provisions specific to IF and FoF
• The labelling of infant formulae and follow-on formulae should allow a clear
distinction between the products (Directive 2006/141/EC)
• The labelling, presentation and advertising of infant formula and follow-on
formula shall be designed in such a way that it avoids any risk of confusion
between infant formula and follow-on formula and enables consumers to
make a clear distinction between them, in particular as to the text, images
and colours used (Regulation 2016/127)
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Nutrition declaration
Take Care
The rules differ according to whether the product is marketed
under the rules of Directive 2006/141/EC
OR
Regulation 2016/127
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Nutrition declaration under 2006/141
Mandatory for IF and FoF
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
The average quantity of each mineral substance and of each vitamin
mentioned in Annexes I and II respectively, and where applicable of choline,
inositol and carnitine, expressed in numerical form, per 100 ml of the product
ready for use
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Nutrition declaration under 2006/141
Voluntary for IF and FoF
The average quantity of nutrients mentioned in Annex III when such declaration
is not covered by the mandatory requirements, expressed in numerical form,
per 100 ml of the product ready for use
Voluntary for FoF
In addition to numerical information, information on vitamins and minerals
included in Annex VII, expressed as a percentage of the reference values given
therein, per 100 ml of the product ready for use
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Nutrition declaration under 2016/127
Mandatory
In accordance with Regulation 1169/2011 (FIC): energy, fat, saturates,
carbohydrates, sugars, protein, but not salt
In addition: the amount of each mineral substance and of each vitamin listed in
Annex I or Annex II of Regulation 2016/127 respectively and present in the
product, with the exception of molybdenum, and the amount of choline, inositol
and carnitine

12

Nutrition declaration under 2016/127
Voluntary
• the amounts of components of protein, carbohydrate or fat
• the whey protein/casein ratio
• any other substances listed in Annexes I and II or in the Union list (Annex to
Regulation 609/2013)
• any other substances not in the Annexes but added as safe and suitable
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Nutrition declaration under 2016/127
Derogations to Regulation 1169/2011
• No front-of-pack labelling
• No exceptions for size of the largest surface of the packaging or container
• The energy value and the amounts of nutrients shall be expressed per 100
ml of the food ready for use. Where appropriate, the information may in
addition refer to 100 g of the food as sold.
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Nutrition declaration under 2016/127

For FoF, the declaration on vitamins and minerals listed in Annex VII to
2016/127 shall not be expressed as a percentage of the reference intakes set
out in Annex XIII to Regulation 1169/2013, but may be expressed as a
percentage of the reference intakes set out in Annex VII of 2016/127 in relation
to per 100 ml of the food ready for use
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Claims under Directive 2006/141/EC

For IF
• Limited number of nutrition claims allowed
• Claim on reduction of risk to allergy to milk proteins
Listed under Annex IV

For FoF claims are allowed in compliance with Regulation 1924/2006
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Claims under Regulation 2016/127
• The statement ‘lactose only’ may be used for IF and FoF if lactose is the
only carbohydrate present in the product

• The statement ‘lactose free’ may be used for IF and FoF provided that the
lactose content in the product is not greater than 2,5 mg/100 kJ (10 mg/100
kcal). The statement ‘not suitable for infants with galactosaemia’ should
accompany such claim on products based on protein sources other than
soya protein isolates
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Claims under Regulation 2016/127
The statement ‘contains Docosahexaenoic acid (as required by the legislation
for all infant formula)’ or ‘contains DHA (as required by the legislation for all
infant formula)’ may only be used for infant formula placed on the market
before 22 February 2025

For FoF other claims are allowed in compliance with Regulation
1924/2006
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Promotional and commercial practices for IF
• Advertising of IF shall be restricted to publications specialising in baby care
and scientific publications containing scientific and factual information.
Member States may further restrict or prohibit such advertising
• But dissemination of information to health care professionals not prevented
• There shall be no point-of-sale advertising, giving of samples or any other
promotional device at the retail level
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Promotional and commercial practices for IF
• Free or low-priced products, samples or any other promotional gifts, shall not
be provided to the public

• Donations or low-price sales of supplies of IF to institutions or organisations,
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 formula and
only for as long as required by such infants
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Notification for IF
•

When IF is placed on the market, it shall be notified to the competent
authority of each Member State where the product concerned is being
marketed (letter + a model of the label used for the product)

•

The competent authority may reasonably request any other information to
establish compliance with this Regulation
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Notification for FoF
Only for follow-on formula manufactured from protein hydrolysates
or follow-on formula containing other substances than those listed
in Annex II

But a Member State may exempt the food business operator from
that obligation under a national system that guarantees an efficient
official monitoring of the product concerned
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