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Learning Objective
To become familiar with the applicable rules to FSMPs ,
•
•
•
•
•
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Transition periods
Definition
Composition
Labelling
Placing on the market

Foods for Special Medical Purposes (FSMPs)
Directive 2009/39/EC: legal basis for adopting

Directive 1999/21/EC
on food for special medical purposes (FSMPs)
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Foods for Special Medical Purposes (FSMPs)
Regulation 609/2013 repealed Directive 2009/39/EC and provided
the legal base for the adoption of

Commission Delegated Regulation
(EU) 2016/128 as regards the specific compositional and information
requirements for food for special medical purposes (FSMPs)
Adopted on 25 September 2015
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Transition periods
• Regulation 2016/128 entered into force on 22/02/2016
Ø It applies from 22 February 2019
except
Ø It applies from 22 February 2020 for FSMPs developed to satisfy
the nutritional requirements of infants
Ø Repeals Dir. 1999/21/EC with effect from 22/02/2019 but with
effect from 22/02/2020 regarding FSMPs for infants
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Transition periods
Following Article 21.1 of Regulation 609/2013:
FSMPs, placed on the market or labelled before the corresponding dates of
repeal of the “old” rules, may continue to be marketed until stocks of such
foods are exhausted.
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Definition
“Food for special medical purposes means food specially processed or
formulated and intended for the dietary management of patients, including
infants, to be used under medical supervision; it is intended for the exclusive or
partial feeding of patients with a limited, impaired or disturbed capacity to take,
digest, absorb, metabolise or excrete ordinary food or certain nutrients
contained therein, or metabolites, or with other medically-determined nutrient
requirements, whose dietary management cannot be achieved by modification
of the normal diet alone.”
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Classification of FSMPs
Three categories:
a. nutritionally complete food with a standard nutrient formulation
b. nutritionally complete food with a nutrient-adapted formulation specific for a
disease, disorder or medical condition
c. nutritionally incomplete food with a standard formulation or a nutrientadapted formulation specific for a disease, disorder or medical condition
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The Anamix range are foods for special medical
purposes or medical food and are intended for
patients who are medically diagnosed with an
inherited metabolic disorder.
For use under medical supervision only, the Anamix
range of protein substitutes offers a specific nutrient
profile to aid growth and development of infants
and children with inborn errors of metabolism.
The products are designed to provide a balanced
mix of essential and non-essential amino acids
(excluding offending amino acids), carbohydrate,
fat, vitamins, minerals, trace elements.

KetoCal 4:1 is a food for special medical purposes
for the dietary management of intractable epilepsy.
For use under medical supervision only, Ketocal 4:1
is a nutritionally complete infant powder formulated
to provide the 4:1 ketogenic ratio from age 1.
It provides complete nutritional support or
supplementary feeding from 1 to 10 years of age,
may be used for supplementary feeding over the age
of 10. Available in unflavoured and vanilla variants.
Suitable to be used for enteral feeding.

Medical Food

Compositional requirements
Flexibility for composition
• General requirement that formulation is based on sound medical and
nutritional principles and the product's use is safe, beneficial and effective
based on generally accepted scientific evidence
• Min and max amounts of micronutrients (for FSMPs for adults and infants)
• FSMPs intended for infants to comply with compositional requirements for
formulae for healthy infants but derogations allowed where required by the
intended use
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Labelling and Placing On The Market

Labelling requirements
FSMPs shall comply with Regulation (EU) No 1169/2011

Regulation 609/2013 and Regulation 2016/128 set derogations and additional
provisions

The name of the product shall be
‘Food for special medical purposes’
(as translated in all official languages)
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Mandatory labelling particulars
Preceded by the words ‘Important notice’, a statement
• that the product must be used under medical supervision
• whether the product is suitable for use as the sole source of nourishment
• that the product is intended for a specific age group, as appropriate
• where appropriate, that the product poses a health hazard when consumed
by persons who do not have the disease, disorder or medical condition for
which the product is intended
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Mandatory labelling particulars
•

The statement ‘For the dietary management of …(disease, disorder or
medical condition for which the product is intended)’

•

A description of the properties and/or characteristics that make the product
useful in particular, as the case may be, relating to the nutrients which have
been increased, reduced, eliminated or otherwise modified and the rationale
of the use of the product

•

where appropriate, a statement concerning adequate precautions and
contra-indications
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Mandatory labelling particulars

• where appropriate, a warning that the product is not for parenteral
use
• instructions for appropriate preparation, use and storage of the
product after the opening of the container, as appropriate
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Mandatory Nutrition Labelling
‘Old rules’
Energy (kJ and kcal)
Protein
Carbohydrate
Fat
Minerals/Vitamins in Annex
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‘New rules’
Energy (kJ and kcal)
Fat
Saturates
Carbohydrates
Sugars
Protein
Salt *
Minerals/Vitamins in Annex

Mandatory nutrition declaration
* Sodium content to be given together with other mineral substances and may
be repeated next to the salt content as follows: ‘Salt X g (of which sodium Y g)
Amounts to be expressed in numerical form, per 100 g or per 100 ml of the
product as sold and where appropriate per 100 g or per 100 ml ready for use in
accordance with the manufacturers instructions.
This information may, in addition, be provided per serving as quantified on the
label or per portion if the number of portion in the packet is stated
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Mandatory nutrition declaration
• Selectively the content of components of protein, carbohydrates and fat
and/or of other nutrients the declaration of which would be necessary for the
intended use of the product.
• Information on osmolarity or osmolality of the product, as appropriate
• Information on the origin and nature of the protein and/or protein
hydrolysates
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Other labelling requirements under
2016/128
• 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 not be
expressed as a percentage of the reference intakes
• Nutrition and health claims are not allowed
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Specific requirements for FSMP for
infants
The labelling, presentation and advertising of FSMPs for infants
• shall not include pictures of infants, or other pictures or text which
may idealise the use of the product
• enables consumers to make a clear distinction between such
products and infant formula and follow-on formula, in particular as
to the text, images and colours used, so as to avoid any risk of
confusion
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Promotional and commercial practices
• Advertising of FSMPs for infant 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
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Promotional and commercial practices
• There shall be no point-of-sale advertising, giving of samples or any other
promotional device at the retail level
• Manufacturers and distributors of food for special medical purposes
developed to satisfy the nutritional requirements of infants shall not directly
provide, to the general public or to pregnant women, mothers or members of
their families, free or low-priced products, samples or any other promotional
gifts
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Notification
Notification procedure at national level foreseen
But competent authorities may give exemption from such obligation
• Operators send a filled-in form & label copy to the competent
authority when placing on the market a product
• No registration or pre-authorisation required
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Challenge of classification for FSMPs
FSMPs are the category of FSGs that present most challenges for
as to whether they belong to the category or not.

To help in a harmonised application of the definition of FSMPs the
European Commission and EFSA have published relevant guidance
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Commission Guidance
Commission Notice on the classification of Food for Special
Medical Purposes
(2017/C 401/01)
Published on 25 November 2017
EFSA scientific and technical guidance on Foods for Special
Medical Purposes in the context of Article 3 of Regulation (EU)
No 609/2013 (EFSA Journal 2015;13(11):4300)
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