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Medical Purposes

This explanatory document outlines the regulatory interpretation by Specialised Nutrition Europe
(‘SNE’) and Medical Nutrition International Industry association (‘MNI’) of several elements of the text
on labelling within Commission Delegated Regulation (EU) No 2016/128 of 25 September 2015
supplementing Regulation (EU) No 609/2013 of the European Parliament and of the Council as regards
the specific compositional and information requirements for food for special medical purposes (‘FSMP
Regulation’). It does not constitute an official interpretation of the regulations. It is intended to be
used by national associations as a reference for discussions with their local competent authorities.

Although foods for special medical purposes (‘FSMP’) are subject to the general labelling rules
applicable to all foods, there are some additional labelling provisions and derogations in the FSMP
Regulation which lay down and explain why labelling of FSMP has its own specificities. The labels on
FSMP are intended to provide information both to consumers (patients) and Healthcare Professionals
(‘HCP’). The use of the products under medical supervision and on the recommendation of a HCP
means that consumers are not at risk of being misled by any additional information on the label
intended to inform the HCP.

The differences between labelling of general foods and FSMP are not well understood and this has
been exacerbated by the implementation of Regulation (EC) No 1924/2006 of the European
Parliament and of the Council of 20 December 2006 on nutrition and health claims made on foods
(‘Claims Regulation’).

To help understand the distinctions between the two, SNE and MNI share here their interpretation of
the FSMP Regulation taking into consideration the appropriate use of FSMP in clinical practice.

SNE and MNI conclude:

1. Nutritional properties and characteristics of FSMP are different from nutrient content claims
on general foods.

2. Nutritional properties and characteristics can be clearly and prominently labelled on the front
of pack and this should not be confused with voluntary front of pack nutrition labelling for
general foods or nutrient content claims.

3. The rationale for the nutritional composition and the function of nutrients in the dietary
management of diseases or medical conditions is clearly different from a nutrition and health
claim on general foods — which describes the role of a nutrient in health.

4. The indication of the key product characteristics or the indication for the product may be
described in the name of the FSMP to inform the patient and HCP of the appropriate use.
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1. INTRODUCTION
1.1. What is FSMP?

FSMP is defined in the Regulation (EU) No 609/2013 of the European Parliament and of the Council of
12 June 2013 on food intended for infants and young children, food for special medical purposes, and
total diet replacement for weight control (‘FSG Regulation’).

According to the definition of Article 2(g) of the FSG Regulation, FSMP 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.’

e FSMP are specialised foods designed to meet the nutritional or dietary needs arising from a
wide range of medical conditions that affect patients of all ages from infancy to old age. They
cannot be replaced by normal foods marketed to and consumed by healthy people.

e FSMP are for the dietary management of patients who are suffering from a disease, disorder
or medical condition which either temporarily or permanently affects their ability to achieve
an adequate, appropriate nutritional intake via the normal diet or modification of the normal
diet.

e FSMP are developed based on scientific and clinical insights, often in close collaboration with
scientists, HCP and patient organisations. They are supported by sound medical and scientific
data which may include national, international or professional guidelines.

e  FSMP are used on the recommendation of, and under the supervision of a HCP. This necessary
and continued HCP supervision clearly distinguishes FSMP from other types of food.

1.2. Regulation of FSMP Labelling

As aforementioned, FSMP is a specific category different from general foods and subject to specific
regulation under the FSG Regulation. Recital 15 of the FSG Regulation? states that such categories of
food are vital for the management of certain conditions and/or are essential to satisfy the nutritional
requirements of certain clearly identified vulnerable population groups.

The FSMP Regulation lays down mandatory labelling provisions to ensure the safe and appropriate
use of the products which includes both additions and exceptions to the labelling rules for general
foods.?

Key additional labelling requirements include:3

1‘A limited number of categories of food constitute a partial or the sole source of nourishment for certain population groups.
Such categories of food are vital for the management of certain conditions and/or are essential to satisfy the nutritional
requirements of certain clearly identified vulnerable population groups. Those categories of food include infant formula and
follow-on formula, processed cereal-based food and baby food, and food for special medical purposes. Experience has shown
that the provisions laid down in Directives 1999/21/EC, 2006/125/EC and 2006/141/EC ensure the free movement of those
categories of food in a satisfactory manner, while ensuring a high level of protection of public health [...].”

2 Recital 13 of the FSMP Regulation states: ‘Food for special medical purposes has to comply with Regulation (EU) No
1169/2011 of the European Parliament and of the Council. In order to take account of the specific nature of food for special
medical purposes, this Regulation should lay down additions and exceptions to those general rules, where appropriate.’

3 C.f. Article 4, 5 of the FSMP Regulation.
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e the legal name ‘Food for Special Medical Purposes’

e the statement ‘For the dietary management of’ the respective disease, disorder or medical
condition;

e astatement that the product must be used under medical supervision;

e astatement whether the product is suitable for use as the sole source of nourishment; and

e adescription of the properties and/or characteristics which make the product useful in the
management of the disease, disorder or medical condition and the rationale of the use of
the product.

Key exceptions include the following aspects:*

e the mandatory nutrition declaration shall include other nutrients and their components the
declaration of which would be necessary for the appropriate intended use of the product;

e the energy value and the amount of nutrients of food for special medical purposes shall not
be expressed as a percentage of the reference intakes;

e the information included in the mandatory nutrition declaration shall not be repeated on
the labelling; and

e the use of nutrition and health claims is prohibited.

This paper aims to provide explanation of the specific additional labelling provisions and exceptions
to the labelling rules for general foods, specifically those highlighted. Accordingly, the paper is not
intended to be a conclusive discussion of all the legal requirements governing labelling of FSMP.

1.3. Why is there a need for specific labelling provisions for FSMP?

As explained, FSMP are intended for use in the dietary management of a disease, disorder or medical
condition under medical supervision.

FSMP are used in a number of healthcare settings which may include hospitals, care homes or the
patients' own home. They may be recommended, prescribed, dispensed or administered by a range
of HCP? in those settings, including physicians, dietitians, pharmacists, nurses or care assistants. The
labelling of FSMP therefore has several intended uses:®

e The patient or their carer — who need to identify and understand the use and preparation of
the product;

e The recommending or prescribing HCP — who needs to understand the specificities of the
nutritional content of the product compared to other FSMP products to assess suitability for
individual patients;

e The person dispensing or delivering the FSMP to the patient who needs to be able to identify
the correct product in a healthcare setting.

4 C.f. Article 6, 7 of the FSMP Regulation.

5> Recital 3 of the FSMP Regulation states: ‘Food for special medical purposes is developed in close cooperation with health
care professionals to feed patients affected by or malnourished because of a specific diagnosed disease, disorder or medical
condition that makes it impossible or very difficult for those patients to satisfy their nutritional needs through the
consumption of other foods. For that reason, food for special medical purposes must be used under medical supervision,
which may be applied with the assistance of other competent health professionals.’

6 This is supported in Recital 15 of the FSMP regulation: ‘The nutrition declaration for [FSMP] is essential in order to guarantee
its appropriate use, both for patients consuming that food and for health care professional’s who recommend its consumption

[.]7
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An essential element of providing information to both patients and HCP is the description of the
properties and/or characteristics of the product. This is critical in ensuring the appropriate
recommendation and use, which is recognised in Recital 14 of the FSMP Regulation and the mandatory
labelling particulars described in Article 5(2)(g) of the FSMP Regulation.”

There are no specific rules on what information should be provided. Recital 14 of the FSMP Regulation
refers broadly to all information necessary to ensure the appropriate use of the product and
specifically that this information should include information on the properties and characteristics.
There are also no specific provisions on how the information must be presented on the labels of FSMP.
Historically, FSMP have prominently displayed information critical to the identification and use of the
product on the front of pack. This allows the products and their intended use to be easily identified
in a medical or care setting. Necessary information may include:
e Nutrients that are high, low or absent from the product;
e Key nutrient contents of the product e.g., kcal/ml or g protein per serving, addition of
functional nutrients such as DHA, arginine;
e Indicator of the disease area for which the product is intended e.g., renal, keto, PKU;
e Indicator of the rationale of the use of the product in relation to the intended medical
condition e.g., immunonutrition, wound healing, low glycaemic index.

2. INDICATION OF PROPERTIES AND CHARACTERISTICS VS NUTRITIONAL CONTENT CLAIMS

2.1. Legal provisions which require the indication of product properties and characteristics

Given that the manufacturers of FSMP shall describe the nutritional characteristics of the product, the
rationale for the nutritional composition and the disease for which they are intended (rationale of use
of the product) as well as other information that is necessary to ensure the appropriate use of FSMP,
it is the view of SNE and MNI that none of the above types of information provided prominently on
FSMP labelling are prohibited. The information is provided in relation to the disease, disorder or
medical condition for which the product is intended. These labelling elements may be similar to
and/or perceived to be nutrition and health claims. However, nutrition and health claims and their
related criteria, are specific to the content and role of nutrients in general foods intended for healthy
individuals.

In accordance with the provisions of the FSMP Regulation, FSMP must include a number of specific
mandatory elements on labels which are, in particular, designed to ensure the intended use of the
product.?

7 Recital 14 of the FSMP Regulation states: ‘Providing all information that is necessary to ensure the appropriate use of food
for special medical purposes should be mandatory for this type of food. That information should include information on the
properties and characteristics in relation to, among others, the special processing and formulation, nutritional composition
and rationale of use of the product that make it useful for its specific intended purpose. Such information should not be
considered as nutrition and health claims within the meaning of Regulation (EC) No 1924/2006 of the European Parliament
and of the Council.”

Article 5(2)(g) of the FSMP Regulation specifies: ‘In addition to the mandatory particulars listed in Article 9(1) of Regulation
(EU) No 1169/2011, the following shall be additional mandatory particulars for food for special medical purposes: [...] a
description of the properties and/or characteristics that make the product useful in relation to the disease, disorder or medical
condition for the dietary management of which the product is intended, in particular, as the case may be, relating to the
special processing and formulation, the nutrients which have been increased, reduced, eliminated or otherwise modified and
the rationale of the use of the product [...].”

8Cf. fn. 7.
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As mentioned above, it is required of the manufacturer to describe the properties and/or
characteristics that make a FSMP useful in relation to the dietary management of the disease,
disorder for medical condition for which it is intended.

These properties and characteristics may be related to the processing, formulation or more commonly
to the nutrients which have been increased, reduced, eliminated or otherwise modified to meet the
requirements of a disease or a specific target patient population.

The description of the properties and/or characteristics does not have to include a description of the
full content of the product, which is already indicated in the nutrition table. Rather, the compositional
and other elements that determine the rationale for the use of the product in a particular patient and
distinguish the product from similar products in the category shall be presented.

The rationale for the statements to communicate the properties and characteristics of FSMP will be
dependent on the product formulation and its intended clinical use and will be determined on a case-
by-case basis depending on the nature and the intended use of the product. In this case indication of
nutritional properties and characteristics will not be considered to be nutrient content claims within
the meaning of the Claims Regulation, as per Recital 14 of the FSMP Regulation.

2.2. The importance of prominent indication of properties and characteristics

The properties and characteristics of a product may be indicated in a description of the product or by
a more prominent indication of the product content on the pack. Prominent indication of the specific
properties and characteristics of a FSMP is essential to ensure that they can be correctly identified in
a clinical, hospital or homecare setting by healthcare workers. The mandatory information included
in labelling of FSMP is designed to meet the needs of several target audiences:

e The patient or their carer — who need to identify and understand the use and preparation of
the product;

e The recommending or prescribing HCP — who needs to understand the specificities of the
nutritional content of the product compared to other FSMP to assess suitability for individual
patients;

e The person dispensing or delivering the FSMP to the patient who needs to be able to identify
the correct product in a healthcare setting.

In the case of FSMP with a disease specific nutrient adapted formulation — the description of the
disease specific properties and characteristics of the product may include the specific nutrients that
have been reduced, increased, are absent, or to the specific source or nature of the ingredients used
(e.g., amino acid based), or to other disease specific elements based on medical guidelines. In this
case, reference to specific nutrients constitutes properties and characteristics of the product and such
reference is not a nutrient content claim.

Table 1 below provides examples of some properties and characteristics that may be described on
a disease-specific FSMP (non-exhaustive list)

Characteristics  that | Rationale for indicating the product | Examples of clinical indication
may be indicated on a | characteristic related to the intended

FSMP use of the product

Amino acids The product is specially formulated with | ¢  Phenylketonuria
its protein source based on amino acids. | ¢ Severe cow milk allergy
This is important where whole protein and/or multiple food protein
sources cannot be tolerated or intolerance

metabolised by the patient. e Severe malabsorption
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High in medium chain | The product is specially formulated with | e  Fatty acid oxidation

triglycerides (‘MCT’)/ its fat source based predominantly on disorders
low in long chain | MCT. This is important where LCT | ¢ Severe malabsorption
triglycerides (‘LCT’) cannot be absorbed or metabolised by | ¢  Chylothorax

the patient.

The product is specially formulated to | e
have a low potassium content. This is
important for patients with renal failure
who suffer with high blood potassium
levels.

Low in potassium Chronic kidney disease

Equally, FSMP with a standard nutrient composition (non-disease specific formulation) may be used
in a diverse range of medical conditions or diseases. Their composition in terms of nutrients,
ingredients or product format may vary, e.g., protein, energy, fibre content, in order to provide HCPs
with options appropriate for the specific clinical need. As a result, the necessary description of the
properties and/or characteristics for appropriate use by the HCP and patient may include descriptions
such as, ‘With Fibre’, ‘High Energy’, ‘High Protein’, or ‘Lactose Free’. These descriptions are important
so that all involved in prescribing, dispensing and selecting a product for a particular patient can easily
identify its content and suitability. This labelling information should not be considered a voluntary
nutrient content claim.

Table 2 below provides examples describing why it is necessary to indicate certain properties and
characteristics on a standard nutritionally complete enteral feed to ensure its appropriate clinical
use (non-exhaustive list)

Characteristics  that | Rationale for indicating the | Clinical importance of indicating the

may be indicated on a
FSMP

product characteristic related to
the intended use of the product

specific characteristic to reduce risk
of incorrect use of the FSMP in a
healthcare setting

With/Contains Fibre

Some patients develop
constipation on enteral feeding
with a low residue tube feed —
addition of fibre helps to maintain
better gut function.

Provision of fibre-containing feed
directly into the GI tract may cause
protracted diarrhoea in sensitive
patients with associated risk of
dehydration and additional care
needs.

energy or reduced fluid intake —
for example children with
congenital heart disease.

High Protein Some patients require additional | Provision of high protein feed to a
protein in their feed — for example | patient with renal insufficiency will
those with wounds or post-| be detrimental to kidney function
surgery. and may cause symptoms of acute

renal failure.

High Energy Some patients require additional | Provision of a high energy/low

volume feed could lead to
insufficient  fluid intake and
dehydration in patients with normal
energy and fluid requirements.

The Practice of indicating key properties and characteristics prominently on pack is supported by
healthcare organisations. The European Society for Clinical Nutrition and Metabolism (‘ESPEN’) is of
the view that this practice has a clear benefit for health care professionals and is a key part of patient’s
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therapeutic education. In ESPEN’s view, the removal of this information would negatively affect the
nutrition care plan of patients who are being prescribed FSMP (c.f. Annex | for ESPEN letter).

2.3. Properties and Characteristics of FSMP are different from nutrient content claims
Nutrient content claims on general foods are regulated by the Claims Regulation.

The Claims Regulation defines a ‘claim’ in Article 2(2) as ‘any message or representation, which is not
mandatory under Community or national legislation, including pictorial, graphic or symbolic
representation, in any form, which states, suggests or implies that a food has particular
characteristics.’

Pursuant to Article 1(5)(a) of the Claims Regulation the Regulation shall apply without prejudice to the
Directive 89/398/EEC and Directives adopted relating to foodstuffs for particular nutritional uses.

These provisions clarify that the requirements of the Claims Regulation need to take into
consideration, in their implementation, the specificities related to products regulated as foodstuffs
for particular nutritional uses, including FSMP (now referred to as food for specific groups). For FSMP
specifically, there is a mandatory requirement to describe the properties and/or characteristics of the
product that make it useful in particular related to its intended use in the dietary management of
patients. This may include specific nutrients and the rationale of the use. Such mandatory statements
do not fall within the definition of a claim which is defined as ‘not mandatory’.

This is interpreted to mean that

e Statements around the levels of nutrients (e.g., ‘high’, ‘low’, ‘reduced’) where they are
specifically properties and characteristics related to the intended use of the FSMP are not
nutrient content claims and therefore do not fall under the prohibition on the use of nutrition
and health claims under Article 7 of the FSMP Regulation.

e Properties and characteristics can relate to the special processing and formulation. As such
the description of the ingredient or nutrient formulation of FSMP is not a nutrient content
claim.

e This is the case whether the wording of the statement is the same as an approved nutrient
content claim or a statement that concerns a nutrient where there is no approved nutrient
content claim related to the effect of the nutrient in general health, provided that it
constitutes a description of the properties and/or characteristics that make the product useful
for the disease within the meaning of Article 5(2)(g) of the FSMP Regulation.

This can be clearly illustrated by the use of statements related to protein content. There is a series of
ESPEN guidelines and consensus papers on nutritional management of patients in hospital and home
settings which clearly set recommended levels of certain nutrients in the diet.

For example, the recommendations of the ESPEN guideline on Hospital Nutrition® set down the protein
or energy level that the patient may need to consume. These recommendations are expressed in
grams of protein or energy in kcal/kg body weight/day and the following are examples of some of the
terms that have been established:

9 Thibault et al., ESPEN guideline on Hospital Nutrition, Clinical Nutrition 40 (2021), pp 5684-5709,
https://doi.org/10.1016/j.cInu.2021.09.039.
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ESPEN Descriptor of patient requirements

ESPEN Guideline Recommended Intake

Low protein

0.6 — 0.79 g/kg/day

Normal protein

0.8 — 1.0 g/kg/day

High protein

1.1-1.3 g/kg/day

Extra high protein

>1.3 g/kg/day

Normal energy

25 kcal/kg/day

High energy

30 kcal/kg/day

Although the term ‘high protein’ is used, this should not be viewed in the same way as the nutrition
claim ‘high protein’ specified in the Claims Regulation. The criteria for the regulated nutrient content
claim ‘high protein’ is based on the percentage of energy derived from protein of a food intended for
healthy adults. However, in a clinical context the criteria for stating ‘high protein’ take into
consideration the whole diet of patients assessed as having increased protein requirements as a result
of a disease, disorder or medical condition. It is evident that although the wording ‘high protein’ may
be the same, the terms are used differently, with different criteria applied and should not be confused
with each other.

ESPEN also describes the content of enteral feeds (FSMP) that would be selected to meet these
specific requirements in their introductory to the enteral guidelines.®

ESPEN Descriptor of enteral feed content

ESPEN criteria/conditions of use

High protein

20% energy from protein

Low energy 0.9 kcal/ml or less
Normal energy 1.0 - 1.2 kcal/ml
High energy >1.2 kcal/ml

Although these terms again can appear very similar to a nutrient content claim, the recommendation
is clearly for the content of an enteral feed (FSMP) used in the dietary management of disease-related
malnutrition. For the HCP, these descriptive terms therefore have a meaning in their clinical practice
in relation to specific patient needs and are unrelated to nutrient content claims intended for the
general population.

3. INDICATION OF RATIONALE OF THE USE OF FSMP VS NUTRITION AND HEALTH CLAIMS
3.1. Legal Provisions which require the indication of rationale of the use of the product

Article 5(2)(g) of the FSMP Regulation includes a provision for describing the rationale of the use of
the product. The rationale of use relates to the nutrient composition of the product and describes
why a specific nutritional composition is useful in the dietary management of a particular patient

group.

The rationale of the use of the product indicates the clinical benefit to the patient of the specific
product composition. Such statements are considered part of the mandatory labelling requirements
for FSMP under Article 5(2)(g) of the FSMP Regulation, as part of the description of the properties

10/ ochs et al., Introductory to the ESPEN Guidelines on Enteral Nutrition: Terminology, definitions and general topics. Clinical
Nutrition Volume 25 (2006), pp 180-186.
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and/or characteristics that make the product useful in relation to the disease, disorder or medical
condition and the rationale of the use of the product.!

The properties and characteristics and the reationale of the use are different to nutrition and health
claims. Recital 14 of the FSMP Regulation sets out that ‘such information should not be considered as
nutrition and health claims within the meaning of Regulation (EC) No 1924/2006 of the European
Parliament and of the Council.’

The rationale of the use of the product may be included in accompanying information available to the
HCP to explain why the specific composition or processing makes the product useful for the intended
medical condition. It may also be included on the label to help in selecting an appropriate product for
a particular patient.

3.2. Importance of Clinical Benefit Indicators (rationale of the use) in the labelling of FSMP

Certain FSMP indicate clinical benefits prominently on pack or as part of the product name. This may
be the case for products designed for the dietary management of specific health issues that are
characteristic of the patient group for which the FSMP is intended. Indication of this specific clinical
benefit (rationale of the use) in the labelling and/or name of the FSMP product is often critical to the
recognition of the specific disease, disorder or medical condition for which the product is intended
and the correct recommendation or prescription by the HCP. Incorrect recommendation/prescription
can have significant consequences for the patient.

Table 3 provides examples of information on clinical benefit indicators (rationale of the use) that
may be placed prominently on the labelling of FSMP (non-exhausistive list)

Clinical Benefit Indicator (rationale of the use) | Formulation characteristics

Anti-reflux Indicates that the FSMP has been specially
formulated for patients suffering from gastric
reflux

Thickened Indicates that the FSMP has been specially
formulated for patients suffering from
dysphagia

Hypoallergenic Indicates that the FSMP has been specially
processed for patients suffering from allergies,
for example by using amino acids or extensively
hydrolyzed proteins

Glycemic control Indicates that the FSMP has been specially
formulated for patients suffering from poor
glucose control

ICU/Intensive Care/Intensive Indicates that the FSMP has been specially
formulated for patients being in an Intensive
Care Unit

11 Article 5(2)(g) of the FSMP Regulation states in this respect: ‘a description of the properties and/or characteristics that
make the product useful in relation to the disease, disorder or medical condition for the dietary management of which the
product is intended, in particular, as the case may be, relating to the special processing and formulation, the nutrients which
have been increased, reduced, eliminated or otherwise modified and the rationale of the use of the product [...].”
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3.3. Clinical Benefit Indicators (rationale of the use) are different to health claims

While these clinical benefit indicator statements may look at first sight similar to health claims, they
are not, since, according to the Claims Regulation, nutrition and health claims are intended to ensure
a high level of protection for consumers and to facilitate their choice.

Recital 29 of the Claims Regulation states the following in this respect: ‘In order to ensure that health
claims are truthful, clear, reliable and useful to the consumer in choosing a healthy diet [...]."

The European Food Safety Authority (‘EFSA’) has reiterated several times in its opinions that health
claims refer to a healthy target population and not to patients suffering from diseases or medical
conditions.

Paragraph 7.2 of the EFSA 2021 General scientific guidance for stakeholders on health claim
applications!? states that ‘the target population of [health] claims made on food is the general
population or subgroups thereof defined on the basis of age, sex, physiological conditions and/or
lifestyle (e.g. children, men, postmenopausal women, adults performing endurance exercise).’

The respective footnote of the guidance provides further clarification in this regard:

‘For example, ‘a reduction of gastric acid levels’ or ‘a reduction of inflammation’ could represent
therapeutic objectives for the management or treatment of some disease conditions, but they are not
considered by the NDA Panel as beneficial physiological effects for the target population (i.e. the
general population or subgroups thereof).’

FSMP are labelled for use under medical supervision and are used on the recommendation of a HCP
to meet specific nutritional needs associated with a disease, disorder or medical condition. Clinical
benefit indicators prominently displayed on pack or as part of the FSMP product name can therefore
not be considered as nutrition and health claims because the relationship between the product and
the benefits highlighted by these statements concerns patients and not healthy consumers.
Accordingly, such clinical benefit indicators are not intended to inform healthy consumers in the
manner of health claims but to provide the rationale for the product composition in relation to the
intended use and to inform the HCP who recommends or prescribes FSMP to the patient.

Recital 17 of the FSMP Regulation®® explains clearly the consumers of FSMP are that patients suffering
from a disease, disorder or medical condition and are not considered to be part of the general healthy
population. This is further supported by Recital 14 of the FSMP Regulation'* which clearly states that

12 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA) (2021). General scientific guidance for stakeholders on
health claim applications (Revision 1). EFSA Journal 2021 Volume 19 (3), p 6553.

13 “The use of nutrition and health claims authorised under Regulation (EC) No 1924/2006 to promote food for special medical
purposes would not be appropriate, since consumers of such products are patients suffering from a disease, disorder or
condition and are, therefore, not part of the general healthy population. In addition, food for special medical purposes is to
be used under medical supervision and its consumption should not be promoted through the use of nutrition and health claims
directly targeting consumers. For those reasons, the use of nutrition and health claims should not be allowed for food for
special medical purposes.’

14 “Providing all information that is necessary to ensure the appropriate use of food for special medical purposes should be
mandatory for this type of food. That information should include information on the properties and characteristics in relation
to, among others, the special processing and formulation, nutritional composition and rationale of use of the product that
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information on the rationale of the use of FSMP is not to be considered as nutrition and health claims
within the meaning of the Claims Regulation.

4. PROMINENT INDICATION OF KEY NUTRITIONAL CHARACTERISTICS ON FRONT OF PACK
4.1. Legal Provisions regarding Front of Pack Nutrition Labelling

The nutrition labelling on the front of the pack — i.e., the prominent indication of the nutritional
content of a food product is permitted under Regulation (EU) No 1169/2011 of the European
Parliament and of the Council of 25 October 2011 on the provision of food information to consumers
(‘FIC Regulation’) and is intended to inform the consumer about the content of a food so that they can
make healthy food choices as part of a balanced diet. Article 30(3) of the FIC Regulation stipulates in
this regard:

‘Where the labelling of a prepacked food provides the mandatory nutrition declaration referred to in
[Article 30(1) of the FIC Regulation], the following information may be repeated thereon:

(a) the energy value; or

(b) the energy value together with the amounts of fat, saturates, sugars [...]."

Articles 5 and 6 of the FSMP Regulation contain specific labelling provisions for FSMP which are
either additional to, or providing a derogation from the requirements of the FIC Regulation.
Article 6(2) of the FSMP Regulation provides as follows:

‘By way of derogation from Article 30(3) [of the FIC Regulation], the information included in the
mandatory nutrition declaration for food for special medical purposes shall not be repeated on the
labelling.’

This provision was included in the labelling requirements for FSMP to ensure that any future
mandatory front of pack nutrition labelling requirements would not apply to FSMP. This is an essential
derogation since any front of pack nutrition labelling schemes developed to inform the general
‘healthy’ consumer would not be appropriate and would be misleading for patients who have very
specific nutritional needs, which differ significantly from the recommendations for nutritional intake
in relation to maintaining general good health.

However, prominent indication of nutritional characteristics of FSMP is critical to their identification
and appropriate use. These key nutritional characteristics are very specific to the particular intended
use of the FSMP and may or may not be related to nutrients that are declared within the nutrition
information table.

4.2. Prominent Indication of Key Nutritional Characteristics

It is common practice to prominently indicate particular properties and characteristics of FSMP that
are useful in relation to the dietary management of the disease, disorder or medical condition for
which the product is intended.

These properties and characteristics may be related to the processing, formulation and/or nutrients
which have been increased, reduced, eliminated, or otherwise modified. In the case of FSMP, these
properties and characteristics most often relate to the levels or amount of certain nutrients or
ingredients that are important to determine the specific use of the product.

make it useful for its specific intended purpose. Such information should not be considered as nutrition and health claims
within the meaning of Regulation (EC) No 1924/2006 of the European Parliament and of the Council.”
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FSMP are used to manage disease-related malnutrition which may arise as a result of a disease,
disorder or medical condition. Effective management of such conditions is most often addressing a
deficit of energy and/or protein. The indication or properties or characteristics of FSMP might be
related to the nutrient content (e.g., are they high in energy/protein or have a standard energy
content) or the formulation and composition of the macronutrients providing the energy or protein
(e.g., hydrolysed proteins or medium chain triglycerides). The important characteristics of FSMP and
the basis of selection, therefore, are generally, but not exclusively, their energy and protein content.
Other important characteristics may include fibre content, as fibre-containing feeds are used to
normalise gut function and to reduce constipation associated with liquid feeds. For disease specific
FSMP there may also be other specific nutrients that are particular to the intended use of the product
in that disease, disorder or medical condition such as eicosapentaenoic acid (EPA) and
docosahexaenoic acid (DHA) in inflammatory conditions.

Examples of front of pack indications of properties and characteristics include:

Nutrient Front of pack indication
Protein 20 % energy from protein

20 g protein per 200ml bottle
Energy 1.5 kcal per ml

400 kcal per 200 ml bottle
DHA 40 mg DHA per 200 ml bottle
Fibre 6 g fibre per 200 ml bottle

~, ﬁ\\
“Pourpor 200

4.3. Importance of Clear Presentation of Properties and Characteristics in FSMP Labelling

There is no provision as to how or where these properties and characteristics are displayed on the
label and they may appear on the front of pack. Itis common practice to provide factual information
on the nutritional content of a product both as part of the product description and in an easily visible
and visual way on the labels to support product identification. The description of the properties
and/or characteristics should include those elements that make the product useful in particular and
does not have to include a description of the full content of the product, which is already indicated in
the nutrition table. They are the elements that determine the rationale for the use of the product for
a particular patient, and therefore will vary depending on the product and the target patient group.
The specific labelling rules laid down for FSMP within the FSMP Regulation reflect the dual nature of
the labelling — being intended both to provide food information to patients and information to HCP
using the products within a healthcare setting. Whereas a Dietitian, Physician or Nutrition Specialist
Nurse may recommend the use of a specific FSMP for a patient, the product will often be dispensed
or delivered to the patient by other HCPs such as pharmacists, nursing staff, care home staff or dietetic
assistants. It is critical that these healthcare providers can identify the correct FSMP product at the
point of delivery. The prominent indication of the properties and characteristics of a specific FSMP
can help to differentiate and identify the correct product for a particular patient in a healthcare
setting. This principle is supported by HCP professional bodies who confirm the usefulness of this
information in practice.
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ESPEN s of the view that this practice has a clear benefit for health care professionals and is a key part
of patient’s therapeutic education. In ESPEN’s view, the removal of this information would negatively
affect the nutrition care plan of patient who are being prescribed FSMP (c.f. Annex 2 for ESPEN letter).

Front of pack indication of composition or nutrient content should not be considered to be
repetition of mandatory information from the nutrition declaration if:

e itindicates one or more important/useful properties and characteristics of the product related
to the intended use (including specific nutrients such as energy, protein, composition of
proteins/fats etc.); or

e its expression is not repeated from the mandatory nutrition declaration (i.e., per 100g or
100ml).

Furthermore, the indication does not need to be accompanied in the same field of vision with any
other mandatory statement required on the labelling, as the positioning of this indication (e.g., ‘for
the dietary management of’) is not specified in the FSMP Regulation.

5. INCLUSION OF THE DISEASE INDICATION IN THE PRODUCT NAME

5.1. Importance of Disease Indication in the Product Name

Certain FSMP indicate the name of the disease for which they are intended prominently on pack or as
part of the product name. This may be the case in particular in the following situations:

1) Products designed for the dietary management of a specific disease where the nutrient adapted
formulation is very targeted to the needs of a particular patient group. The indication of this
disease-specificity in the name of the product is often critical to the recognition and correct
prescription and administration. The use of the indication in the name of the product helps health
care staff and/or parents/carers or patients to identify that they have the correct product.
Incorrect prescription can have significant consequences for the patient, hence the importance of
prominent indication of use in the product name. Examples of this include:

Disease Indicator Formulation characteristics

PKU (Phenylketonuria) Indicates that the product is free or very low in
phenylalanine and intended only for the dietary
management of PKU.

Renal (Kidney disease) Indicates that the product has been formulated
with a specific mineral profile low in
potassium/phosphate and electrolytes to
redress the imbalance caused by kidney disease.

2) Many FSMP are designed for the dietary management of disease-related malnutrition. These
products meet the nutritional gap for patients who cannot consume enough normal foods or
whose requirements are increased by a disease or medical condition such as cancer or stroke.
Some of these FSMP have been modified in terms of their macronutrient composition to make
them more suitable to manage disease-related malnutrition in a particular patient group. These
products may also indicate the specific patient group for whom they are intended either
prominently or in the name of the product. Examples of this include:
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Disease Indicator Formulation characteristics

Diabetes (Diabetes) Indicates that the product has been formulated
to have a lower glycaemic index specific for
patients with disease-related malnutrition
caused by an acute or chronic disease or medical
condition who are diabetic.

COPD/Pulmo (Pulmonary disease) Indicates that the product has been formulated
with modified CHO/fat and protein content
specific for patients with disease-related
malnutrition who also suffer from pulmonary
disease such as COPD, cystic fibrosis etc.

Onco (Cancer) Indicates that the product has been formulated
for patients with cancer. The sensory attributes
of the product have been developed to adapt to
the taste/smell changes that occur in patients
undergoing cancer chemotherapy.

5.2. Legal Provisions relating to use of a disease indication in the product name

The specificities of the nutritional formulation or processing of FSMP are considered properties or
characteristics of the product according to Article 5(2)(g) of the FSMP Regulation, and are therefore
considered additional mandatory labelling provisions for FSMP. The provision also relates to
information on the rationale of use of the product. Where the formulation has been altered to suit
the specific needs of a particular disease or medical condition — then the indication of this medical
condition on the pack can be considered part of the rationale of the use.?

The rationale of the use may be included in accompanying information available to the HCP to explain
why the specific composition or processing makes the product useful for the intended medical
condition. However, the prominent indication of the patient group (disease or medical condition) for
which the product is intended, in the product name or close to the name on the label, is important for
correct product selection in a healthcare setting.

Recital 14 of the FSMP Regulation makes it clear that such information on properties, characteristics
and rationale of the use should be provided and should not be considered as nutrition and health
claims.®®

15 Article 5(2)(g) of the FSMP Regulation states in this respect: ‘a description of the properties and/or characteristics that
make the product useful in relation to the disease, disorder or medical condition for the dietary management of which the
product is intended, in particular, as the case may be, relating to the special processing and formulation, the nutrients which
have been increased, reduced, eliminated or otherwise modified and the rationale of the use of the product [...].”

16 ‘Providing all information that is necessary to ensure the appropriate use of food for special medical purposes should be
mandatory for this type of food. That information should include information on the properties and characteristics in relation
to, among others, the special processing and formulation, nutritional composition and rationale of use of the product that
make it useful for its specific intended purpose. Such information should not be considered as nutrition and health claims
within the meaning of Regulation (EC) No 1924/2006 of the European Parliament and of the Council.’
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6. ANNEXES

ANNEX 1 — REGULATORY TEXTS CONCERNING LABELLING THAT SUPPORT THE SNE-MNI POSITION

Regulatory Text (Article or Recital) Legal Interpretation of the text

Article 9(5)

‘The labelling, presentation and advertising of food referred
to in Article 1(1) shall provide information for the
appropriate use of such food, and shall not mislead, or
attribute to such food the property of preventing, treating
or curing a human disease, or imply such properties.’

Article 9(6)

‘[Article 9] Paragraph 5 shall not prevent the dissemination
of any useful information or recommendations exclusively
intended for persons having qualifications in medicine,
nutrition, pharmacy, or for other healthcare professionals
responsible for maternal care and childcare.’

Recital 25

‘The labelling, presentation or advertising of food covered
by this Regulation should not attribute to such food the
property of preventing, treating or curing a human disease
nor should they imply such properties. Food for special
medical purposes, however, is intended for the dietary
management of patients with a limited, impaired or
disturbed capacity, for example, to take ordinary food
because of a specific disease, disorder or medical condition.
Reference to the dietary management of diseases,
disorders or medical conditions for which the food is
intended should not be considered as attribution of the
property of preventing, treating or curing a human disease.’

Article 9(5) stipulates that the product Ilabelling,
presentation, and advertising shall not be misleading and
shall not suggest that the food has properties of
preventing, treating, or curing a human disease.
Accordingly, the provision does not contain any content on
the question of how the properties and characteristics of
the product should be characterized.

The dissemination of additional information to HCP is
permitted according to Article 9(6). Thus, implying that the
information on properties and characteristics of a FSMP
could be provided in a different format. However, this
position ignores the realities in clinical practice, where
healthcare professionals need to make informed decisions
often under time pressure.

Pursuant to Recital 25 reference to dietary management of
diseases, disorders or medical conditions should not be
considered as attributing properties of preventing, treating
or curing a human disease. Similarly they cannot be
considered to be claims related to health in the context of
general foods.

The Regulation reiterates how the application of clear product properties and characteristics to labels enables the HCP to
administer products correctly and efficiently, and how these products are developed in close cooperation with HCP.

Recital 3

‘Food for special medical purposes is developed in close
cooperation with health care professionals to feed patients
affected by or malnourished because of a specific
diagnosed disease, disorder or medical condition that
makes it impossible or very difficult for those patients to
satisfy their nutritional needs through the consumption of
other foods. For that reason, food for special medical
purposes must be used under medical supervision, which
may be applied with the assistance of other competent
health professionals.’

Recital 3 highlights that FSMP are ‘developed in close
cooperation with health care professionals.” This includes
not only the composition but also the presentation. Thus,
it has been confirmed among HCP that they find prominent
information on the properties and characteristics helpful in
making choiced in a clinical setting. Written feedback from
HCP professional bodies such as ESPEN confirmed this
aspect.

Article 5(2)

‘In addition to the mandatory particulars listed in Article
9(1) of Regulation (EU) No 1169/2011, the following shall
be additional mandatory particulars for food for special
medical purposes:

(a) a statement that the product must be used under
medical supervision;

(b) a statement whether the product is suitable for use as
the sole source of nourishment;

Article 5(2) provides for specific requirements on food
information in addition to the mandatory particulars listed
in Article 9(1) of FIC Regulation, including the description of
properties and/or characteristics. The provision does not
conclusively regulate how this information is to be
implemented. It does, however, impose an obligation to
precede the particulars referred to in points (a) to (d) by
the words ‘important notice’ or their equivalent, which
would imply that they should appear together in the same
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(c) a statement that the product is intended for a specific
age group, as appropriate;

(d) where appropriate, a statement 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;

(e) the statement ‘For the dietary management of ...” where
the blank shall be filled in with the disease, disorder or
medical condition for which the product is intended;

(f) where appropriate, a statement concerning adequate
precautions and contra-indications;

(g) a description of the properties and/or characteristics
that make the product useful in relation to the disease,
disorder or medical condition for the dietary management
of which the product is intended, in particular, as the case
may be, relating to the special processing and formulation,
the nutrients which have been increased, reduced,
eliminated or otherwise modified and the rationale of the
use of the product;

(h) where appropriate, a warning that the product is not for
parenteral use;

(i) instructions for appropriate preparation, use and storage
of the product after the opening of the container, as
appropriate.

The particulars referred to in points (a) to (d) shall be
preceded by the words ‘important notice’ or their
equivalent.’

field of vision. However, for other elements of the
information provided under Article 5(2), there is no
indication of where they should appear or that any of them
must appear together or be linked.

Recital 14

‘Providing all information that is necessary to ensure the
appropriate use of food for special medical purposes should
be mandatory for this type of food. That information should
include information on the properties and characteristics in
relation to, among others, the special processing and
formulation, nutritional composition and rationale of use of
the product that make it useful for its specific intended
purpose. Such information should not be considered as
nutrition and health claims within the meaning of
Regulation (EC) No 1924/2006 of the European Parliament
and of the Council.”

Recital 14: states that information on properties and
characteristics in relation to the processing, formulation
and nutritional composition should not be considered as
nutrition and health claims. Therefore, the indication of a
property or characteristic of a FSMP that makes it useful for
its specific intended purpose, even if this is prominently
indicated on the front of pack for the easy identification by
a HCP, should not be considered as a nutrition and health
claim.

Recital 15

‘The nutrition declaration for food for special medical
purposes is essential in order to guarantee its appropriate
use, both for patients consuming that food and for health
care professionals who recommend its consumption. For
that reason and in order to provide more complete
information to patients and healthcare professionals, the
nutrition declaration should include more particulars than
those required by Regulation (EU) No 1169/2011. In
addition, the exemption provided for in point 18 of Annex V
to Regulation (EU) No 1169/2011 should not apply and the
nutrition declaration should be mandatory for all food for
special medical purposes, irrespective of the package or
container size.”

Recital 15 emphasizes the importance of providing a
complete nutrition declaration to HCP. However, the
addition of the properties and characteristics assists the
HCP in making a pre-selection or perhaps excluding
products, which are immediately not appropriate.

Article 6

‘1. In addition to the information referred to in Article 30(1)
of Regulation (EU) No 1169/2011, the mandatory nutrition
declaration for food for special medical purposes shall
include the following:

Article 6 lays down specific requirements on the nutrition
declaration. Insofar information to be provided in addition
to the requirements for foods within FIC Regulation and
derogations from the FIC Regulation are regulated.
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(a) the amount of each mineral substance and of each
vitamin listed in Annex | to this Regulation and present in
the product;

(b) the amount of components of protein, carbohydrate, fat
and/or of other nutrients and their components, the
declaration of which would be necessary for the
appropriate intended use of the product;

(c) information on the osmolality or the osmolarity of the
product where appropriate;

(d) information on the source and the nature of the protein
and/or protein hydrolysates contained in the product.

2. By way of derogation from Article 30(3) of Regulation
(EU) No 1169/2011, the information included in the
mandatory nutrition declaration for food for special
medical purposes shall not be repeated on the labelling.

3. The nutrition declaration shall be mandatory for all food
for special medical purposes, irrespective of the size of the
largest surface of the packaging or container.

4. Articles 31 to 35 of Regulation (EU) No 1169/2011 shall
apply to all the nutrients included in the nutrition
declaration for food for special medical purposes.

5. By way of derogation from Article 31(3) of Regulation
(EU) No 1169/2011, the energy value and the amounts of
nutrients of food for special medical purposes shall be those
of the food as sold and, where appropriate, those of the
food ready for use after preparation in accordance with the
manufacturer’s instructions.

6. By way of derogation from Article 32(3) and (4) of
Regulation (EU) No 1169/2011, the energy value and the
amount of nutrients of food for special medical purposes
shall not be expressed as a percentage of the reference
intakes set out in Annex XllI to that Regulation.

7. The particulars included in the nutrition declaration for
food for special medical purposes that are not listed in
Annex XV to Regulation (EU) No 1169/2011 shall be
presented after the most relevant entry of that Annex they
belong to or are components of. Particulars not listed in
Annex XV to Regulation (EU) No 1169/2011 that do not
belong to or are not components of any of the entries of
that Annex shall be presented in the nutrition declaration
after the last entry of that Annex.

The indication of the amount of sodium shall appear
together with the other minerals and may be repeated next
to the indication of the salt content as follows: ‘Salt: X g (of
which sodium: Y mg)’.

Article 6(2) provides for a specific derogation from the
provision in the general labelling rules concerning the
repetition of nutrients. The derogation refers specifically
to voluntary repetition of mandatory nutrients in Article
30(3) of the FIC Regulation for pre-packaged food, i.e.,
energy value, or the energy value together with the
amounts of fat, saturates, sugars, and salt. When
considered in isolation, this provision may be interpreted
to mean that none of the information which is mandatory
within the nutrition declaration can be repeated on the
labelling in any other field of vision. This should include the
amount, and the measurement unit per 100 g or 100 ml.

However, when considered in combination with other
labelling provisions pertaining to FSMP, this does not
preclude the provision of information on some nutrients
that are properties and characteristics of the product that
are useful in particular and specifically related to its
intended use under Article 5(g) (as above) as long as this is
not directly repeated from the nutrition table. It can be
concluded that outlining specific nutritional properties and
characteristics of the product is not repetition of the
mandatory nutrition declaration (per 100g or 100ml as
sold).

Given that the clinically important properties and
characteristics of a FSMP are also likely to be nutrients that
are mandatorily declared within the nutrition declaration,
it should be understood that the prohibition under Article
6(2) does not apply to additional prominent labelling
indications of nutritional properties and characteristics of a
FSMP.

Article 6(5) states that expression of the amounts of
nutrients shall be ‘as sold” and, where appropriate ‘those of
the food ready for use’ in accordance with the
manufacturer’s instructions.

According to Article 6(6) the amount of nutrients shall not
be expressed as a percentage of the reference intakes.
Therefore it is not a mandatory particular.
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ANNEX 2 — ESPEN LETTER ON THE REPETITION OF INFORMATION ON PROPERTIES AND
CHARACTERISTICS OF FSMP ON THE FRONT OF PACK

In December 2021, ESPEN has provided MNI with a letter on the Repetition of information on
properties and characteristics of Foods for Special Medical Purposes on front of pack.

In the letter, ESPEN acknowledges that the legal status of the information provided on certain key
nutrients on the front of pack linked to the intended clinical use has been subject to question recently
and may be considered as a non-permissible repetition of the mandatory nutrition declaration. ESPEN
states in the letter its opinion that this common and established practice has a clear benefit to HCPs,
e.g., pharmacists, nurses and dietitians, presenting an immediately accessible view of key criteria
which are useful in determining the appropriate product for a patient.

It is also a key part of patients’ therapeutic education, providing them with a useful and
understandable information that helps them reach their nutritional goals. Its removal would
negatively affect the nutritional care plan of many patients who are being prescribed FSMP. Based on
these reasons, ESPEN supports of keeping this information on the product label.

The ESPEN endorsement letter on the repetition of information on the front of pack of FSMP is of
paramount importance as it represents the voice of the medical community using the products in their
practice vis-a-vis to patients. However, the letter is not meant to be publicly published or
disseminated at large; rather to support stakeholders, including industry, to discuss this topic with
authorities, policymakers, administrators or other relevant third parties.

Therefore, the letter is available upon request — specifying the reasons and intentions of use — to the
MNI Secretariat at secretariat@medicalnutritionindustry.org.
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