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Consultation Summary

Informat

lon

Start of 05 August 2011
Consultation:
Close of 30 September 2011

Consultation:

Scope of this
consultation:

To seek views on the European Commission’s proposal to
revise the legislation on foodstuffs intended for particular
nutritional uses (PARNUTS) covered by the ‘Framework
Directive on dietetic foods’ (Directive 2009/39/EC). The title of
the proposal is ‘Regulation of the European Parliament and of
the Council on food intended for infants and young children and
on food for special medical purposes’.

The proposal abolishes the concept of dietetic foods and
provides for a limited number of well-established and defined
categories of food that are considered as essential for certain
vulnerable groups of the population, i.e. foods intended for
infants and young children and food for patients under medical
supervision.

Geographical UK-wide

scope:

Impact A preliminary Impact Assessment (l1A) prior to publication of the
Assessment: proposal was conducted for the UK by the Food Standards

Agency in early 2010, which provided indicative costs to
industry.

A detailed IA has been prepared by the European Commission
(EC) and a similar IA for the UK is in preparation and will be
informed by this consultation.

Compliant with
Government Code
of Practice on
Consultations

The consultation does not comply with the Code. EU
negotiations are underway. Urgent responses to this
consultation are required to inform the UK negotiating position at
the EU Presidency meeting on 3 October 2011. The
consultation period has therefore been shortened to 8 weeks.

Basic Information

Additional ways to
become involved:

Individual meetings with stakeholders, particularly industry
groups, are ongoing as part of a listening exercise to
complement the formal consultation.

After the
consultation:

Responses to this consultation will inform the UK negotiating
position.
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Background

Getting to this The European Commission initially consulted Member States on
stage: the initial options during 2009

Previous The Food Standards Agency has previously consulted key
engagement: stakeholders including industry, consumer organisations and

other Government departments on all aspects of PARNUTS
legislation and on initial opinions for this proposed regulation in
2009. This included the re-casting of the Framework Directive
89/398/EEC into Directive 2009/39/EC.
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Introduction

1. This consultation relates to the European Commission’s proposal to revise the
legislation on foodstuffs intended for particular nutritional uses (PARNUTYS)
covered by Directive 2009/39EC, the ‘Framework Directive on dietetic foods’.

2. The proposal is titled ‘Regulation of the European Parliament and of the Council
on food intended for infants and young children and on food for special medical
purposes’

3. The European Commission, as part of its on-going programme of better
regulation and simplification, has reviewed the Framework Directive and
presented a proposal which aims to simplify and clarify the rules that apply to
products hitherto regulated as PARNUTS or ‘dietetic’ foods. The proposal
abolishes the concept of 'dietetic foods’ and provides for a limited number of
well-established and defined categories of food that are considered as essential
for certain vulnerable groups of the population, i.e. foods intended for infants
and young children and food for patients under medical supervision.

4. In addition, the proposal will provide for a consolidated list of substances such
as vitamins, minerals and other substances, and the appropriate levels at which
these may be added to the foods covered by the proposal.

5. The proposed Regulation is expected to be published at the end of 2012 and
will come into force two years from publication in the Official Journal of the
European Union.

Consultation Process

6. We are seeking views from industry, NGOs and other interested parties on the
proposal outlined above to inform EU negotiations, which are due to commence
in September 2011. In order to formulate and agree the UK position for these
negotiations, we are consulting over an eight week period instead of conducting
a full 12 week public consultation.

Detall of the Consultation

7. This consultation relates to the European Commission’s review of Framework
Directive 2009/39/EC (recasting Directive 89/398/EEC) concerning foods for
particular nutritional uses, or ‘dietetic’ foods (also referred to as PARNUTS).
These foods are specially manufactured to satisfy the particular nutritional
requirements of specific categories of the population, including infant and
follow-on formulae, medical foods and foods for people intolerant to gluten.
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8. The European Commission, as part of its on-going programme of simplification

and reducing legislative burden, has proposed a revised framework to simplify
the existing legal framework and facilitate innovation and trade in the single
market, whilst protecting vulnerable consumers. The Directive is now over 20
years old and a number of issues have arisen since with regard to its scope and
implementation, and overlaps with subsequent European legislation.

The proposed Regulation (see Annex 1) limits the number of foods for particular
nutritional uses by defining only three categories of food; infant formula and
follow-on formula, processed cereal-based foods and baby foods for infants and
young children, and medical foods. Currently, notification requirement applies to
infant formula, medical foods and other foods, which are considered foods for
particular nutritional uses.

Specifically, the proposed Regulation will:

A.

limit the number of foods for particular nutritional uses by defining only three
clear categories (as opposed to the current six) with the aim of removing the
existing ambiguity in defining a ‘PARNUT food’. The proposed three categories
are infant and follow-on formula, foods intended for infants and young children
aged up to three years and medical foods.

from 1 January 2012, require foods which claim to be 'gluten free' or 'very low
gluten' to be notified under Commission Regulation (EC)41/2009. However, the
proposal intends to move the claims ‘gluten free' and 'very low gluten' to the
Nutrition and Health claims Regulations, and foods covered by these claims
would not fall under the scope of the proposed regulation.

drop the concept of 'dietetic’ foods.

provide for a consolidated list of substances such as vitamins, minerals and
other substances and the appropriate levels at which they may be added to the
foods covered by the proposal.

mean that the notification and authorisation of PARNUTS foods will be
centralised via the European Commission, and the European Commission will
be advised by EFSA as necessary with regard to their suitability to be covered
under PARNUTS Regulations.

ensure that similar products are treated in the same way across the European
Union ensuring appropriate consumer information and allow free movement and
equal conditions of competition for goods.

coordinate and align appropriately rules for specific foods with other existing
food legislation and remove rules which have become unnecessary,
contradictory and potentially conflicting.

reduce the administrative burden associated with the implementation of the
legislation.
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ensure that any changes to the legislative management of foods currently
covered by the Framework Directive do not impact disproportionately on small
businesses and/or place unnecessary burdens on food business operators.

aim to ensure consumer protection and public health are compatible with the
EU Charter of Fundamental Rights.

Preliminary UK Impact Assesment

10.

11.

12.

13.

The proposed Regulation does not introduce new compositional rules for
existing PARNUTS foods. This proposal will retain rules for categories of foods
established under specific food legislation such as infant and follow-on
formulae, medical foods and weaning food legislation®. However, some
changes in labelling would be required on foods although the change required
may not be significant as in practice a majority of foods such as infant and
follow-on formulae, medical foods and gluten free foods currently comply with
their respective legislation.

The Commission estimated that EU-wide implementation of the proposed
Directive would cost £2.2 — 11 million (see Annexes 2 and 3).

In January 2010, the Food Standards Agency (FSA) estimated that the
administrative cost to a company, over and above what it would do
commercially, of completing and submitting a notification form for a PARNUTS
food was approximately £70. During 2010, the FSA and Department of Health
received 34 notifications. The resulting administrative burden on industry was
therefore likely to be in the region of £2380 per year. This figure does not take
into account PARNUTS foods notified in other Member States.

The Commission has proposed that the current notification procedure? for
PARNUTS foods, other than those in specified categories, be removed.
Manufacturers wishing to market PARNUTS foods will need to obtain prior
authorisation at EU level with input from the European Food Safety Authority
(EFSA). Although changing the current requirement of notification to a prior-
authorisation procedure leads to harmonisation across the EU, it is likely to
increase burdens on businesses and EFSA. There may be additional costs for

! Weaning food legislation relates to processed cereal-based foods intended for use
by infants (children under 12 months) while they are being weaned, and young
children (aged between 1 and 3 years) as a supplement to their diet and/or for their
progressive adaptation to ordinary foods.

2 Under Article 10 of the Framework Directive most PARNUTS foods need to be
notified to the competent authority of each Member State where the product is being
marketed. This requires manufacturers/importers to provide a copy of the product
label. The Commission is concerned that Member States are inconsistently
applying this procedure, particularly regarding the interpretation of the definition of
what constitutes ‘a particular nutritional need’.
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14.

15.

16.

products currently on the market that are not authorised, which may require
reformulation and re-labelling, or more scientific research to substantiate health
claims.

Replacing the notification procedure with pre-authorisation will have
implications for food businesses. The Impact Assessment for the nutrition and
health claims regulations in 2007 put the cost of a ‘straightforward’ dossier
seeking authorisation to use a health claim at £15,000. An equivalent dossier,
and therefore cost incurred, would be required by the proposed pre-
authorisation.

We are seeking your views on the issues and preliminary impact assessment
detailed above and any others that arise from the proposal. In particular we
would like information on the costs likely to be incurred and benefits of the
proposal. All responses received as part of this consultation will be given careful
consideration. Your responses will inform UK negotiations with the Commission.
We are consulting for a shorter period of 8 weeks as negotiations in the
European Commission working groups are scheduled to take place from
September through to December 2011.

A list of the questions asked as part of this consultation is given below. Your
responses will be summarised and published on the Department’s website in
due course. The list of stakeholders and interested parties is attached at Annex
4.

Questions asked In this
Consultation

The Commission proposal restricts the scope of PARNUTS foods to three
categories of foods, infant formula and follow-on formula, processed cereal-
based foods and baby foods for infants and young children and medical
foods. We would be grateful for your views on the proposed list.

The proposal plans to repeal Regulation (EC) 41/2009 concerning the
composition and labelling of foodstuffs suitable for people intolerant to
gluten. It is proposed that the statements ‘gluten-free’ and ‘very low gluten’
and their associated requirements would be recast as nutrition claims as
defined in Regulation (EC) No 1924/2006. We would welcome views on the
impact of the proposed changes to the legislative requirements to these
foodstuffs.

The proposal aims to repeal Directive 96/8/EC, the slimming foods directive,
what is the impact of this on this food sector?

What is the impact of the removal of the concept of dietetic foods from the

Framework? How would you like the products marketed as dietetic foods to
be handled?

10
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Vi.

Vil.

What is the impact of the proposed pre-authorisation of PARNUTS being
centralised to the European Commission?

The Commission expects the proposal will reduce administrative and
financial burdens on industry and Member States’ competent authorities. We
would be grateful for your views on possible financial implications including
costs and benefits, which will inform the UK impact assessment.

Would the changes proposed impact differently on any of the "protected
characteristics" (age, disability, gender reassignment, pregnancy and
maternity, race, religion or belief, sex or sexual orientation) with regard to

the Equality Act 2010 and Equality Duty?

viii.  We welcome your views on any other questions/issues that you may have

with the proposal.

How to reply

We welcome comments from all stakeholders. Please use the template provided (see

Annex 5) for your comments and send your response by email or post by 30
September 2011.

Send in your response to
Derek Hampson

Consultation Heading
Revision of the PARNUTS framework Directive

Mailbox address
parnutsconsultation@dh.gsi.gov.uk

Postal address

Nutrition Science and Delivery
Health and Wellbeing
Department of Health
Wellington House

133-155 Waterloo Road
London SE1 8UG

Telephone contact number for any inquiries
020 79724895

11
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Additional information

The Consultation Process

Criteria for consultation
This consultation follows the ‘Government Code of Practice’, in particular we aim to:

« formally consult at a stage where there is scope to influence the policy outcome;

 consult for at least 12 weeks with consideration given to longer timescales where
feasible and sensible;

 be clear about the consultation’s process in the consultation documents, what is
being proposed, the scope to influence and the expected costs and benefits of the
proposals;

* ensure the consultation exercise is designed to be accessible to, and clearly
targeted at, those people it is intended to reach;

* keep the burden of consultation to a minimum to ensure consultations are effective
and to obtain consultees’ ‘buy-in’ to the process;

 analyse responses carefully and give clear feedback to participants following the
consultation;

* ensure officials running consultations are guided in how to run an effective
consultation exercise and share what they learn from the experience.

The full text of the code of practice is on the Better Regulation website at:

Link to consultation Code of Practice

Comments on the consultation process itself

If you have concerns or comments which you would like to make relating specifically to
the consultation process itself please

contact Consultations Coordinator
Department of Health
3E48, Quarry House
Leeds
LS2 7UE

e-mail consultations.co-ordinator@dh.gsi.gov.uk

Please do not send consultation responses to this address.

Confidentiality of information

We manage the information you provide in response to this consultation in accordance
with the Department of Health's Information Charter.

12
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Information we receive, including personal information, may be published or disclosed
in accordance with the access to information regimes (primarily the Freedom of
Information Act 2000 (FOIA), the Data Protection Act 1998 (DPA) and the
Environmental Information Regulations 2004).

If you want the information that you provide to be treated as confidential, please be
aware that, under the FOIA, there is a statutory Code of Practice with which public
authorities must comply and which deals, amongst other things, with obligations of
confidence. In view of this, it would be helpful if you could explain to us why you regard
the information you have provided as confidential. If we receive a request for
disclosure of the information we will take full account of your explanation, but we
cannot give an assurance that confidentiality can be maintained in all circumstances.
An automatic confidentiality disclaimer generated by your IT system will not, of itself,
be regarded as binding on the Department.

The Department will process your personal data in accordance with the DPA and, in
most circumstances, this will mean that your personal data will not be disclosed to
third parties.

Summary of the consultation

A summary of the response to this consultation will be made available before or
alongside any further action, such as laying legislation before Parliament, and will be
placed on the Consultations website at
http://www.dh.gov.uk/en/Consultations/Responsestoconsultations/index.htm

Annexes

Annex 1: The proposed Regulation

Annex 2: The Commission Staff Working Paper — Summary of the Impact Assessment
Annex 3: The Commission Staff Working Paper — Impact Assessment

Annex 4: List of interested parties

Annex 5: Consultation response template
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EXPLANATORY MEMORANDUM

CONTEXT OF THE PROPOSAL

Grounds for and objectives of the proposal

The proposal revises the legislation on foodstuffs intended for particular
nutritional uses covered by Directive 2009/39/EC the so-called "Framework
Directive on dietetic foods". The provisions of Directive 2009/39/EC were
originally adopted in 1977. After several amendments, a recast version was
adopted in 2009 to include the rules of the new Comitology procedure.

Foodstuffs for particular nutritional uses are foods that are different from foods
for normal consumption and are, as currently regulated, specially manufactured
products intended to satisfy the particular nutritional requirements of specific
categories of the population. The designation under which a dietetic food is
sold is accompanied by a suitability statement for the particular nutritional use
and the specific group of the population to whom the food is intended, e.g.:
gluten-free food for celiac people, processed cereal-based food for young
children, infant formulae for infants from birth etc.

After more than 30 years of application, the evolution of both the food market
and food legislation makes an overall revision necessary. Indeed, the
application of the broad concept of "foodstuffs for particular nutritional uses"
on which the Framework Directive is based in the evolved market and legal
context has led to considerable problems for stakeholders and controlling
authorities. The classification of many foods as 'dietetic' foods and the need for
such a category of foods has been seriously questioned, although the
desirability of maintaining rules on certain specific categories of foods actually
addressing nutritional benefits for certain sub-groups of the population is being
recognised.

Consequently, in pursuing the objectives of better regulation and
simplification, the proposal aims to rectify this situation by simplifying and
clarifying the rules that apply to products hitherto regulated as 'dietetic' foods,
taking into account the evolution of the regulatory measures in relevant areas.

Given the above, the proposal abolishes the concept of dietetic foods and
provides for a new framework establishing general provisions only for a
limited number of well-established and defined categories of food that are
considered as essential for certain vulnerable groups of the population, i.e. food
intended for infants and young children and food for patients under medical
supervision.

Further to these objectives, the proposal also aims at creating a single legal
measure that regulates lists of substances such as vitamins, minerals and other
substances that may be added to the categories of food covered by this
proposal. The currently existing three different lists of substances included in
three different legal measures would be combined into a single one. Clarity for

EN
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stakeholders and Member States and better Union administration would be the
outcome of the establishment of such a merged measure.

The revision of the legislation is accompanied by an impact assessment giving
an overview of the application of Directive 2009/39/EC.

General context

The main objective of the Framework Directive was to remove the differences
between national laws relating to foodstuffs for particular nutritional uses, thus
allowing their free movement and creating fair conditions of competitions.

Discussions with Member States and stakeholders have highlighted increasing
difficulties for implementing the Framework Directive, in particular in relation
to more recent pieces of Union legislation such as the legislation on food
supplements (Directive 2002/46/EC), on the addition of vitamins and minerals
and other substances to foods (Regulation (EC) No 1925/2006) and nutrition
and health claims (Regulation (EC) No 1924/2006). In effect, as the food
market evolved, so did the Union legislation governing it in order to ensure the
functioning of the internal market and guarantee the same level of protection to
citizens across Europe.

This unclear situation has led also to distortions of trade in the internal market
due to different interpretation and enforcement of Directive 2009/39/EC across
Member States and in particular regarding its scope of application.
Furthermore, it appears that these more recently adopted Union legislations
mentioned above would adequately cover all products addressing nutritional
benefits for the general population and certain sub-groups thereof with less
administrative burden and more clarity as to their scope.

As foreseen in the Framework Directive, Member States were asked for their
views and experience on the implementation of certain provisions of that
Directive in order to prepare Commission reports on 1) the implementation of
the notification procedure of the Framework Directive on dietetic foods and 2)
the desirability of special provisions for foods for persons suffering from
carbohydrate-metabolism disorders (diabetic foods).

As regards foods for diabetic people, the Commission's report concludes that
there is no scientific basis on which to develop specific compositional
requirements for this category of food and that diabetic people should eat as
healthily as possible choosing a diet from a variety of food for normal
consumption. Also, the report on the implementation of the notification
procedure points out that the category of food regulated under that provision
differs significantly between Member States creating as a result market
distortions. On top, a company is requested to notify to the competent
authorities each product they want to market as a 'dietetic' product and has to
repeat that procedure in all the Member States where they wish to place the
product on the national market. The resulting administrative burden is
significant for both the Member States and the company while the added value
in terms of public health and consumer information is questionable.

EN



EN

All abovementioned issues led to the need to consider an in depth and global
revision of the legislation on dietetic foods.

Existing provisions in the area of the proposal

The following pieces of legislation cover the area of foods for particular
nutritional uses:

Directive 2009/39/EC on foodstuffs intended for particular nutritional
uses, "the Framework Directive on dietetic foods". The Directive lays
down a common definition on foods for particular nutritional uses as well
as general provisions (e.g. a general notification procedure for categories
for foods not covered by specific Commission legislation) and common
labelling rules.

According to the definition, foods for particular nutritional uses are foods
that are different from foods for normal consumption and are specially
manufactured products intended to satisfy the particular nutritional
requirements of specific categories of the population.

Specific measures adopted for certain categories of foods under that framework
legislation are:

Commission Directive 2006/141/EC on infant formulae and follow-on
formulae.

This Directive was adopted originally in 1991 and revised globally in
2006. It establishes detailed and complete compositional and labelling
rules for products intended to infants from birth up to 12 months of age.
Infant formulae are suitable as the sole source of nourishment during first
months of life if infants are not breastfed while follow-on formulae may
constitute the principal liquid element in a progressively diversified diet.

Council Directive 92/52/EEC on infant formulae and follow-on formulae
intended for export to third countries established the rules for infant
formulae and follow-on formulae exported or re-exported from the
European Union to third countries.

Commission Directive 2006/125/EC on processed cereal-based foods
and baby foods for infants and young children.

Directive 2006/125/EC was adopted originally in 1996 and was codified
in 2006. This Directive covers foods that are intended to be part of a
diversified diet of infants and young children. It lays down general
compositional and labelling rules for a large diversity of products. No
major changes have been introduced since its first date of adoption.

Commission Directive 1999/21/EC on dietary foods for special medical
purposes.

Dietary foods for special medical purposes are intended for the exclusive
or partial feeding of patients with disturbed capacity to take ordinary
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food and whose dietary management cannot be achieved by modification
of the normal diet or by other dietetic foods. It establishes general
compositional criteria and quite detailed labelling rules. These foods are
to be used under medical supervision. No updates have been made since
1999.

— Commission Directive 96/8/EC on foods intended for use in energy-

restricted diets for weight reduction.

This Directive covers two categories of products intended for weight
control: products presented as a replacement for the whole daily diet and
products presented as a replacement for one or more meals of the daily
diet.

It sets general compositional and compulsory labelling rules for these
products.

— Commission Regulation (EC) No 41/2009 concerning the composition
and labelling of foodstuffs suitable for people intolerant to gluten.

This Regulation was adopted in 2009. A transitional period applies until
1 January 2012. It fixes gluten thresholds and associated labelling rules
for the voluntary indication of the absence of gluten in products for
people suffering from a permanent intolerance to gluten (coeliac people).
The Regulation foresees that the statement 'gluten-free' can be used on
foods for normal consumption as well.

- Commission Regulation (EC) No 953/2009 on substances that may be
added for specific nutritional purposes in foods for particular nutritional
uses.

This Regulation adopted in 2009 updates and replaces Directive
2001/15/EC and established a consolidated list of substances such as
vitamins, minerals, and other substances that may be used in dietetic
foods except those that can be used in infant formulae and follow-on
formulae and in cereal-based foods and other baby foods which are
included in the relevant specific Directives. The addition of new
substances to that list is subjected to the scientific assessment of the
European Food Safety Authority (EFSA).

Consistency with the other policies and objectives of the Union

The proposal is in line with the Commission's Better Regulation Policy, the
Lisbon Strategy and the EU's Sustainable Development strategy. The emphasis
is on simplifying the regulatory process, thus reducing the administrative
burden and improving the competitiveness of the European food industry,
while ensuring the safety of food, maintaining high level of public health
protection and taking global aspects into consideration.

EN
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CONSULTATION OF INTERESTED PARTIES AND IMPACT ASSESSMENT
. Consultation of interested parties

Consultation methods, main sectors targeted and general profile of
respondents

There was a broad consultation of all interested parties seeking their views on
the provisions and application of existing legislation and the need for change.
The respondents were the competent authorities of the Member States, industry
association representatives and consumer organisations.

Summary of responses and how they have been taken into account

— Consumer organisations main concern is that certain foods are unduly
covered by special designation/status under the current Framework
Directive which could put them out of the scope of other important
provisions — e.g. Regulation on Nutrition and Health Claims. These
stakeholders have highlighted that where there are no compositional or
labelling requirements justified by specific nutritional needs and
consumer protection there is no need to grant a special status to foods.
This is especially the case when this status allows the food to bear a
suitability statement that could be confused with a nutrition or health
claim or make the food appear more appropriate than a similar normal
food.

— The specialised 'dietetic food' industry believes that clear and transparent
legislation governing the composition of products for the dietetic food
sector is essential to maintain the protection of vulnerable groups of the
population and those with special nutritional needs from a public health
and food safety perspective. In that context, they suggest to strengthen
the current legislation and to include in a positive list at least the
following groups of products: 'Foods for infants and young children up to
the age of three - including Low Birth Weight Formula'; 'Hospital
Discharge Formula'; 'Breast Milk Fortifier and Growing Up Milks";
'Foods for pregnant and lactating women'; 'Foods for the elderly in good
health'; ‘Foods for weight management’; ‘Foods for special medical
purposes’; ‘Foods for sportspeople’; ‘Dietary foods for people with
gluten intolerance’; ‘Lactose-free foods’.

In addition, the dietetic food industry emphasises the need for a
transparent, efficient and effective procedure for the expansion of the
Union list. They argue that science still emerges in this area and therefore
a flexible procedure must be offered to promote innovation.

Nevertheless, this position is not shared by all parts of the industry;
certain others believe that the same rules should apply to all foods and
that there is no reason to foresee different rules except in very limited
cases, where nutritional food safety issues are concerned. For certain
categories of foods, additional rules may result in unnecessary burden on
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the industry. In addition, they fear that a legal straight jacket may hamper
innovation.

— Member States have reported that the legislation on dietetic foods is
being used by some operators to circumvent the rules of subsequent food
legislation such as the Regulation on claims, distorting the notion of a
food for particular nutritional uses, and resulting, in certain cases, in
confusion over its application that creates unfair competition between
businesses and difficulties for enforcement.

Member States underline that the most important aspect to maintain
would be consumer safety.

The Commission identified in its impact assessment supporting the
proposal four options taking into account the aforementioned issues and
compared them in light of the objectives of the revision (coherence,
simplification, harmonisation and small businesses and innovation).

Collection and use of expertise
There was no need for external expertise.
Impact assessment

The Commission carried out an impact assessment which is presented in
parallel to this proposal as a Commission Staff Working Paper.

Four different options have been considered ranging from repealing the
legislation to establishing a reinforced legislation for dietetic foods. These
options were assessed taking into account their economic, social and
environmental impacts on the various stakeholders and authorities. In addition,
a no-change scenario was considered as a reference against which to assess the
possible impacts of the different options.

Two different approaches have been considered:

(1) the notion of dietetic food is no longer needed to help the food market
today and should be abolished;

(2) the notion of dietetic food needs to be strengthened to bring it more into
line with today's food market and consumers' needs.

The four options (two following approach (1) and two following approach (2))
considered within the Impact Assessment have been developed to ensure that
none of them would result in the removal of products from the market but they
may necessitate potential label changes and/or reformulation of products or
have an impact on their market value. In other words, the options considered
for the revision of the dietetic food legislation do not foresee any ban per se of
foods currently sold as foods for particular nutritional uses. In addition, the
proposed rules within each option would allow for market adaptation and
therefore a sufficient transitional period is foreseen to help have a smooth
transition to the new legislation and minimise economic burden.
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Summary of the options and the key impacts under each of them:

Option 1 — Repeal all the legislation on dietetic foods (Framework Directive
and all the specific Directives adopted under that Framework)

Repealing the concept of dietetic food will prevent further distortions between
'dietetic' foods with suitability statements and 'normal' foods with nutrition and
health claims. However, whilst such an option appears to be a good one in
terms of simplification and reducing administrative burden, the trade off in
terms of the introduction of national legislation to compensate the repeal of
certain Union legislation (e.g. on foods intended for infants and young
children) may be significant.

Option 2 — Repeal the Framework Directive on dietetic foods but maintain
certain of the specific rules adopted under that Framework

This option provides the same simplification and administrative burden
reduction benefits as option 1 but also gives the Union the possibility to
maintain for certain categories of foods, rules the harmonisation of which has
provided added value at EU level. Having no general rules on dietetic foods
anymore and clearer rules for certain specific products should ensure better
coordination between the requirements of different pieces of legislation.

Option 3 — Revision of the Framework Directive establishing a positive list
of dietetic foods with specific compositional and/or labelling rules

The main advantage of setting a positive list for dietetic foods with specific
compositional and labelling rules is that standardised rules would apply to the
dietetic food sector ensuring harmonisation across the European Union.
However, the burden that would fall on the industry and Member States for
having to comply with additional specific dietetic food legislation to be able to
target food to certain groups of the population may be considered
disproportionate particularly taking into account the minimal additional public
health and consumer information benefits.

Option 4 — Amending the Framework Directive replacing the notification
procedure with a centralised Union prior-authorisation procedure based
on a scientific assessment

The application of a standard prior-authorisation procedure would ensure more
harmonisation across the European Union than the general notification
procedure currently in place. However, the burden of prior authorisation before
using a 'dietetic' suitability statement on a product seems to be disproportionate
in terms of consumers' protection and information and would be highly costly
for the industry and especially for SMEs.

The Commission proposal follows option 2 - Repeal the Framework Directive
on dietetic foods but maintain certain of the specific rules adopted under that
Framework.
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LEGAL ELEMENTS OF THE PROPOSAL

Summary of the proposed action

Adoption of a Regulation of the European Parliament and of the Council
establishing rules applicable to foods intended for infants and young children
and to foods for special medical purposes and concerning a Union list of
substances which can be added to the foods covered by this proposal.

The proposal simplifies and clarifies legal requirements applying to certain
categories of foods and establishes a single list of substances that may be added
to the foods ('Union list') covered by this proposal. In particular, it:

— provides a new general Framework legislation applying to well-defined
categories of foods that have been identified as essential for certain well-
established groups of consumers with specific nutritional needs;

—  establishes a clear and defined scope of application;

— maintains specific measures for categories of foods that are essential for
certain groups of the population;

— lays down general rules as regards the composition and labelling
applying to these categories of foods;

—  removes differences in interpretation and difficulties for Member States
and operators in applying different pieces of food legislation by
simplifying the regulatory environment;

— removes the burdens associated with the notification procedure;

— ensures that similar products are treated in the same way across the
Union;

— removes rules that have become unnecessary, contradictory and
potentially conflicting;

— establishes a single legal measure for substances that can be added to the
foods covered by this proposal;

The new proposal will repeal Directive 92/52/EC, Directive 2009/39/EC,
Directive 96/8/EC and Regulation (EC) No 41/2009.

The specific compositional and information requirements will be laid down in
delegated Regulations, adopted by the Commission, in accordance with
Article 290 of the Treaty on the Functioning of the European Union (TFEU)
taking into account the general requirements laid down in this proposal as well
as Commission Directives 2006/141/EC, 2006/125/EC, and 1999/21/EC.

The adoption of the Union list implies the application of criteria set out in this
proposal therefore implementing powers shall be conferred on the Commission
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in that respect. Those powers shall be exercised in accordance with Regulation
(EU) No 182/2011.

Emergency procedures are foreseen in situations where food covered by this
proposal constitutes a serious risk to human health. For this purpose,
implementing powers shall be conferred on the Commission in that respect.
Those powers shall be exercised in accordance with Regulation (EU) No
182/2011 of the TFEU.

Legal basis

This proposal is based on Article 114 TFEU. This legal basis is justified both
by the objective and the content of the proposal. Measures adopted under
Article 114 TFEU should have as their object the establishment and
functioning of the internal market. The proposal establishes a harmonised legal
framework concerning the composition and information requirements for infant
formulae and follow-on formulae, processed cereal-based foods and baby foods
for infants and young children and foods for special medical purposes as well
as a Union list of substances that can be added to such foods since it is
necessary to keep a harmonized framework for products addressed to particular
vulnerable parts of the population for which categories of food constitute the
sole source of nourishment. The objective of the proposal is to avoid any
differences between national laws relating to the categories of food at issue
impeding their free movement and thus having a direct impact on the
establishment and functioning of the internal market.

Subsidiarity principle

The subsidiarity principle applies insofar as the proposal does not fall under the
exclusive competence of the Union.

The objectives of the proposal cannot be sufficiently achieved by the Member
States for the following reason(s):

Prior to the adoption of the Framework Directive, the national measures in the
Member States differed from one Member State to another. The differences
between these laws obliged the dietetic food industry to vary their production
according to the Member State for which the products were intended. To
respond to this, general rules and a number of specific measures have been
adopted at Union level.

In order to harmonise intra-union trade and trade with third countries the Union
does have the right to act. However, this should be balanced against the
proportionality of the measure and the added value Union rules will have for
citizens across all Member States.

Individual action by Member States could lead to differing levels of food safety
and protection of human health and confuse consumers. In addition, it would
endanger the free movement of these foods in the Union.
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The core of the Union action would maintain existing rules for certain products
that are traded widely within the Union and where there is agreement amongst
Member States for the continuing need for specific composition and labelling
rules to ensure the free movement of these goods. It also aims to simplify the
regulatory environment as regards the addition of substances to the foods
covered by this proposal.

The proposal therefore complies with the subsidiarity principle.
Proportionality principle

The proposal complies with the proportionality principle for the following
reason(s):

The proposal harmonises the regulatory framework establishing general
provisions applying to certain categories of foods where the need for additional
compositional and labelling provisions to the general rules applying to all
foods is demonstrated. Such additional provisions contribute to consumer
protection by ensuring that consumers receive nutritionally adequate foods and
appropriate information.

The proposed measures are sufficient in terms of reaching the objectives of
ensuring that consumers make informed and safe choices and securing the
smooth functioning of the internal market. At the same time they do not impose
an excessive or unjustified burden.

The absence of harmonisation for these categories of foods would result in a
proliferation of national rules resulting in different levels of consumer
protection between the Member States and increased burden for the industry.

The financial burden is minimised as the current specific provisions exist
already, the general provisions are only simplified and clarified as to their
scope of application.

Choice of instruments
Proposed instruments: Regulation.
Other type of measure would not be adequate for the following reason(s).

The existing framework is, in general, prescriptive with little flexibility for
Member States in how it should be applied. A Directive would have lead to an
inconsistent approach in the Union leading to uncertainty for both consumers
and the industry. A Regulation provides a consistent approach for industry to
follow and reduces the administrative burden as operators do not need to
familiarise themselves with the individual national legislation in the Member
States.

Soft law instruments such as guidelines would be a flexible approach to

addressing certain changes needed in the current legislation but not all of them.
In addition, due to the non-binding status such instruments are considered not
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sufficient to tackle differences in the interpretation and implementation of the
legislation.
BUDGETARY IMPLICATION

None.

ADDITIONAL INFORMATION
. Simulation, pilot phase and transitory period

There will be a transitory period for the application of the proposal.
° Simplification

The proposal provides for simplification of legislation. This is one of the main
objectives of the revision of the legislation on foods for particular nutritional
uses.

The use of a Regulation as the legal instrument supports the objective of
simplification because it guarantees that all actors have to follow the same
rules at the same time.

National administrative procedures following the implementation of the
general notification procedure will be abolished reducing the administrative
burden associated with the implementation of the legislation.

The provisions adopted in and under Directive 2009/39/EC that have become
unnecessary, contradictory and potentially conflicting will be removed.

The proposal is included in the Commission Working Programme for 2011 —
Annex III — Simplification Rolling Programme and Administrative Burden
Reduction initiatives under the reference 2009/SANCO/004.

] Repeal of existing legislation

The adoption of the proposal will lead to the repeal of existing legislation.
. Recasting

The proposal involves recasting.
] European Economic Area

The proposed act concerns an EEA matter and should therefore extend to the
European Economic Area.

. Detailed explanation of the proposal

The Regulation provides the basis for the assurance of a high level of consumer
protection in relation to foods intended for infants and young children and to
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foods for special medical purposes. It establishes also a single legal measure
that regulates the list of substances that can be added to the foods covered by
the proposal (Chapter I).

Chapters II and III provide for general principles and specific provisions that
shall apply to infant formulae and follow-on formulae, processed cereal-based
foods and baby foods for infants and young children and foods for special
medical purposes.

Chapter IV relates to the establishment of a Union list of substances that can be
added to the foods covered by the proposal and provides for a procedure for
updating the Union list.

Chapter V provides for a general confidentiality clause.

Chapter VI and VII concerns all the procedural provisions related to the
implementation of the new proposal, the delegation of powers, the procedures,
the necessary amendments and the measures that are to be repealed. It specifies
also the transitional measures that would apply to the categories of foods
currently regulated under Directive 2009/39/EC and the date of entry into force
and application.

12
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2011/0156 (COD)
Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on food intended for infants and young children and on food for special medical
purposes

(presented by the Commission pursuant to Article 114 of the Treaty on the Functioning
of the European Union)

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular
Article 114 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national Parliaments,
Having regard to the opinion of the European Economic and Social Committee,
Acting in accordance with the ordinary legislative procedure’,

Whereas:

(1)  Article 114 of the Treaty on the Functioning of the European Union (TFEU) provides
that measures having as their object the establishment and functioning of the internal
market and which concern infer alia health, safety and consumer protection must take
as a base a high level of protection taking account in particular of any new
development based on scientific facts.

2) The free movement of safe and wholesome food is an essential aspect of the internal
market and contributes significantly to the health and well-being of citizens, and to
their social and economic interests.

(3)  Directive 2009/39/EC of the European Parliament and of the Council of 6 May 2009
on foodstuffs intended for particular nutritional uses” lays down general rules on the
composition and preparation of such foods that are specially designed to meet the
particular nutritional requirements of the persons to whom they are intended. The

Position of the European Parliament of ... and position of the Council at first reading of ... Position of
the European Parliament of ... and decision of the Council of ....
2 OJ L 124, 20.5.2009, p. 21.

13



EN
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(6)
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®)

majority of the provisions laid down in that Directive date back to 1977 and should
therefore be reviewed.

Directive 2009/39/EC establishes a common definition for 'foodstuffs for particular
nutritional uses' and general labelling requirements, including that such foods should
bear an indication of their suitability for the claimed nutritional purposes.

The general composition and labelling requirements laid down in Directive
2009/39/EC are complemented by a number of non-legislative Union acts, which are
applicable to specific categories of food. In that respect, Commission Directive
2006/141/EC of 22 December 2006 lays down harmonised rules with respect to infant
formulae and follow-on formulae3, whereas Commission Directive 2006/125/EC of
5 December 2006 lays down certain harmonised rules with respect to processed cereal-
based foods and baby foods for infants and young children”. Similarly, harmonised
rules are also laid down by Commission Directive 96/8/EC of 26 February 1996 on
foods intended for use in energy-restricted diets for weight reduction’, Commission
Directive 1999/21/EC of 25 March 1999 on dietary foods for special medical
purposes’ and Commission Regulation (EC) No 41/2009 of 20 January 2009
concer7ning the composition and labelling of foodstuffs suitable people intolerant to
gluten’.

In addition, Council Directive 92/52/EEC of 18 June 1992 lays down harmonised rules
with respect to infant formulae and follow-on formulae intended for export to third
countries®.

Directive 2009/39/EC foresees that specific provisions could be adopted regarding the
two following specific categories of food falling within the definition of foodstuffs for
particular nutritional uses: 'food intended to meet the expenditure of intense muscular
effort, especially for sportsmen' and 'food for persons suffering from carbohydrate
metabolism disorders (diabetes)'. With regard to food intended to meet the expenditure
of intense muscular effort, no successful conclusion could be reached as regard the
development of specific provisions due to widely diverging views among Member
States and stakeholders concerning the scope of the specific legislation, the number of
sub-categories of the food to be included, the criteria for establishing composition
requirements and the potential impact on innovation in product development. As
regards special provisions for food for persons suffering from carbohydrate
metabolism disorders (diabetes), a Commission report’ concludes that the scientific
basis for setting specific compositional requirements is lacking.

Directive 2009/39/EC also requires a general notification procedure at national level
for food presented by food business operators as falling under the definition of
'foodstuffs for particular nutritional uses' and for which no specific provisions are laid

© ® N A L AW

OJ L 401, 30.12.2006. p. 1.

OJ L 339, 6.12.20006, p. 16.

OJ L 55, 6.3.1996, p. 22.

OJL 91,7.4.1999, p. 29.

OJL 16,21.1.2009, p. 3.

OJL 179, 1.7.1992, p. 129.

COM (2008) 392 Report from the Commission to the European Parliament and the Council on foods
for persons suffering from carbohydrate metabolism disorders (diabetes), Brussels, 26.6.2008.
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down in Union law, prior to their placing on the Union market, in order to facilitate the
efficient monitoring of such food by the Member States.

A report from the Commission to the European Parliament and the Council on the
implementation of that notification procedure'® showed that difficulties may arise from
different interpretations of the definition of foodstuffs for particular nutritional uses
which appeared to be open to different interpretations by the national authorities. It
therefore concluded that a revision of the scope of Directive 2009/39/EC would be
required to ensure a more effective and harmonised implementation of the Union
legislation.

A study report''concerning the revision of the legislation on foodstuffs for particular
nutritional uses confirms the findings of the Commission report on the implementation
of the notification procedure and indicates that an increasing number of foodstuffs are
today marketed and labelled as foodstuffs suitable for particular nutritional uses, due
to the broad definition laid down in Directive 2009/39/EC. The study report also
points out that the type of food regulated under that legislation differs significantly
between Member States; similar food could at the same time be marketed in different
Member States as food for particular nutritional uses and/or as food for normal
consumption addressed to the population in general or to certain sub-groups thereof
such as pregnant women, postmenopausal women, older adults, growing children,
adolescents, variably active individuals and others. This state of affairs undermines the
functioning of the internal market, creates legal uncertainty for competent authorities,
food business operators and consumers, while the risks of marketing abuse and
distortion of competition cannot be ruled out.

It appears that other Union acts recently adopted are more adapted to an evolving and
innovative food market than Directive 2009/39/EC. Of particular relevance and
importance in that respect are: Directive 2002/46/EC of the European Parliament and
the Council of 10 June on the approximation of the laws of the Member States relating
to food supplements'?, Regulation (EC) No 1924/2006 of the European Parliament and
the Council of 20 December 2006 on nutrition and health claims made on foods' and
Regulation (EC) No 1925/2006 of the European Parliament and the Council of 20
December 2006 on the addition of vitamins and minerals and other substances to
foods'*. Furthermore, the provisions of these Union acts would adequately regulate a
number of the categories of food covered by Directive 2009/39/EC with less
administrative burden and more clarity as to the scope and objectives.

Moreover, experience shows that certain rules included in or adopted under Directive
2009/39/EC are no longer effective to ensure the functioning of the internal market.

Report from the Commission to the European Parliament and the Council on the implementation of
Article 9 of Council Directive 89/398/EEC on the approximation of the laws of the member States
relating to foodstuffs intended for particular nutritional uses, COM (2008)393, dated 27.6.2008.

An analysis of the European, social and environmental impact of the policy options for the revision of
the Framework Directive on dietetic foods — Study report Agra CEAS Consulting, dated 29.4.2009..

OJ L 183, 12.7.2002, p. 51.

OJ L 404, 30.12.2006, p. 9.

OJ L 404, 30.12.2006, p. 26.
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Therefore, the concept of “foodstuffs for particular nutritional uses” should be
abolished and Directive 2009/39/EC should be replaced by the present act. To simplify
its application and to ensure consistency throughout the Member States, the present act
should take the form of a Regulation.

Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law,
establishing the European Food Safety Authority and laying down procedures in
matters of food safety'~ establishes common principles and definitions for Union food
law in order to ensure a high level of health protection and the effective functioning of
the internal market. It establishes the principles of risk analysis in relation to food and
establishes the structures and mechanisms for the scientific and technical evaluations
which are undertaken by the European Food Safety Authority (hereinafter referred to
as 'the Authority'). Therefore, certain definitions laid down in that Regulation must
also apply in the context of the present Regulation. Moreover, for the purpose of this
Regulation, the Authority should be consulted on all matters likely to affect public
health.

A limited number of categories of food constitutes the sole source of nourishment of
certain groups of the population or represent a partial source of nourishment; such
categories of food are vital for the management of certain conditions and/or are
essential to maintain the intended nutritional adequacy for certain well-established
vulnerable groups of the population. Those categories of food include infant formulae
and follow-on formulae, processed cereal-based food and baby food and food for
special medical purposes. Experience has shown that the provisions laid down in
Commission Directive 2006/141/EC, Commission Directive 2006/125/EC, as well as
Commission Directive 1999/21/EC ensure the free movement of such food in a
satisfactory manner, while ensuring a high level of protection of public health. It is
therefore appropriate that this Regulation focuses on the general compositional and
information requirements for infant formula and follow-on formulae, processed cereal-
based food and baby food for infants and young children and to food for special
medical purposes, taking into account Commission Directive 2006/141/EC,
Commission Directive 2006/125/EC and Commission Directive 1999/21/EC.

To ensure legal certainty, definitions laid down in Commission Directive
2006/141/EC, Commission Directive 2006/125/EC and Commission Directive
1999/21/EC should be transferred to this Regulation. However, the definitions of
infant formulae and follow-on formulae, processed cereal-based food and baby food,
and food for special medical purposes should be regularly adapted taking into account
technical and scientific progress and relevant developments at international level, as
appropriate.

It is important that ingredients used in the manufacture of the categories of food
covered by this Regulation are appropriate to satisfy the nutritional requirements of,
and are suitable for the persons to whom they are intended and that their nutritional
adequacy has been established by generally accepted scientific data. Such adequacy
should be demonstrated through a systematic review of the available scientific data.

OJ L 31, 1.2.2002, p. 1.
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General labelling requirements are laid down in Directive 2000/13/EC of the European
Parliament and of the Council of 20 March 2000 on the approximation of the law of
the Member States relating to labelling, presentation and advertising of foodstuffs'®.
Those general labelling requirements should, as a general rule, apply to the categories
of food covered by this Regulation. However, this Regulation should also provide for
additional requirements to, or derogations from, the provisions of Directive
2000/13/EC, where necessary, in order to meet the specific objectives of this
Regulation.

This Regulation should provide the criteria for the establishment of the specific
compositional and information requirements for infant formula, follow-on formula,
processed cereal-based food and baby food, and food for special medical purposes,
taking into account Commission Directive 2006/141/EC, Commission Directive
2006/125/EC and Commission Directive 1999/21/EC. In order to adapt the definitions
of infant formula, follow-on formula, processed cereal-based food and baby food, and
food for special medical purposes laid down in this Regulation taking into account
technical and scientific progress and relevant developments at international level, to
lay down the specific compositional and information requirements with respect to the
categories of food covered by this Regulation, including for additional labelling
requirements to, or derogations from, the provisions of Directive 2000/13/EC and for
the authorisation of nutrition and health claims, the power to adopt acts in accordance
with Article 290 of the Treaty on the Functioning of the European Union should be
delegated to the Commission. It is of particular importance that the Commission
carries out appropriate consultations during its preparatory work, including at expert
level. The Commission, when preparing and drawing-up delegated acts, should ensure
a simultaneous, timely and appropriate transmission of relevant documents to the
European Parliament and Council.

It is appropriate to establish and update a Union list of vitamins, minerals, amino acids
and other substances that may be added to infant formula, follow-on formula,
processed cereal-based food and baby food, and food for special medical purposes,
subject to certain criteria laid down in this Regulation. Given the fact that the adoption
of the list implies the application of criteria set out in this Regulation, implementing
powers should be conferred on the Commission in that respect. Those powers should
be exercised in accordance with Regulation (EU) No 182/2011 of the European
Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by Member States of the Commission's
exercise of implementing powers'’. The Commission should adopt immediately
applicable implementing acts updating the Union list, where, in duly justified cases
relating to public health, imperative grounds of urgency so require.

At present, pursuant to the Opinion of the Scientific Committee on Emerging and
Newly Identified Health Risks (SCENIHR)'® on the risk assessment of products of
nanotechnologies, dated 19 January 2009, there is inadequate information on the risks
associated with engineered nanomaterials and existing test methods may not be

OJ L 184, 17.7.1999, p. 23.

OJ L 55,28.2.2011, p. 13.

Scientific Committee established by Commission Decision of 5 August 2008 setting up an advisory
structure of Scientific Committees and experts in the field of consumer safety, public health and the
environment and repealing Decision 2004/210/EC (2008/721/EC), OJ L 241, 10.9.2008, p. 21.
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sufficient to address all of the issues arising in relation to engineered nanomaterials.
Therefore, engineered nanomaterials should not be included in the Union list for the
categories of food covered by this Regulation, until an evaluation by the Authority is
carried out.

In the interests of efficiency and legislative simplification, there should be a medium-
term examination of the question whether to extend the scope of the Union list to other
categories of food governed by other specific Union legislation.

It is necessary to establish procedures for the adoption of emergency measures in
situations where food covered by this Regulation constitutes a serious risk to human
health. In order to ensure uniform conditions for the implementation of emergency
measures, implementing powers should be conferred on the Commission. Those
powers should be exercised in accordance with Regulation (EU) No 182/2011. The
Commission should adopt immediately applicable implementing acts relating to
emergency measures, where, in duly justified cases relating to public health,
imperative grounds of urgency so require.

Council Directive 92/52/EEC states that infant formulae and follow-on formulae
exported or re-exported from the European Union have to comply with Union law
unless otherwise required by the importing country. This principle has already been
established for food in Regulation (EC) No 178/2002. For the sake of simplification
and legal certainty, Directive 92/52/EEC should therefore be repealed.

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'’ establishes the
rules and conditions for the use of nutrition and health claims on food. Those rules
should apply as a general rule to the categories of food covered by this Regulation,
unless otherwise specified in this Regulation or non-legislative acts adopted pursuant
to this Regulation.

Currently, the statements 'gluten-free' and 'very low gluten' may be used for food
intended for particular nutritional uses and for food for normal consumption under the
rules specified in Commission Regulation (EC) No 41/2009 concerning the
composition and labelling of foodstuffs suitable for people intolerant to gluten®. Such
statements could be construed as nutrition claims, as defined in Regulation (EC) No
1924/2006. For the sake of simplification, those statements should be regulated solely
by Regulation (EC) No 1924/2006 and comply with requirements therein. It is
necessary that technical adaptations pursuant to Regulation (EC) No 1924/2006,
incorporating the nutrition claims 'gluten-free' and 'very low gluten' and their
associated conditions of use as regulated under Regulation (EC) No 41/2009 be
completed prior to the entry into application of this Regulation.

'Meal replacement for weight control' and 'total diet replacement for weight control'
are considered as food for particular nutritional uses and are governed by specific rules
adopted under Directive 96/8/EC. However, more and more food intended for the
general population has appeared on the market carrying similar declarations which are

20
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presented as health claims for weight control. In order to eliminate any potential
confusion between food marketed for weight control and in the interests of legal
certainty and coherence of Union legislation, such statements should be regulated
solely by Regulation (EC) No 1924/2006 and comply with requirements therein. It is
necessary that technical adaptations pursuant to Regulation (EC) No 1924/2006,
incorporating the health claims referring to the body weight control for food presented
as 'total diet replacement for weight control' and as 'meal replacement for weight
control' and associated conditions of use as regulated under Directive 96/8/EC be
completed prior to the entry into application of this Regulation.

Since the objectives of the actions to be taken cannot be sufficiently achieved by the
Member States and can therefore be better achieved at Union level, the Union may
adopt measures, in accordance with the principle of subsidiarity as set out in Article 5
of the Treaty on European Union. In accordance with the principle of proportionality,
as set out in that Article, this Regulation does not go beyond what is necessary in order
to achieve those objectives.

Adequate transitional measures are necessary to enable food business operators to
adapt to the requirements of this Regulation.

HAVE ADOPTED THIS REGULATION:

CHAPTER 1
SUBJECT MATTER AND DEFINITIONS

Article 1
Subject matter

This Regulation establishes compositional and information requirements for the
following categories of food:

(a) infant formula and follow-on formula;
(b) processed cereal-based food and baby food for infants and young children;
(c) food for special medical purposes.

This Regulation provides the rules for the establishment and update of a Union list
of. vitamins, minerals and other substances that can be added to the categories of
food referred to in paragraph 1.

Article 2
Definitions
For the purposes of this Regulation, the following definitions shall apply:

(a) the definitions of 'food' and 'placing on the market' set out in Articles 2 and
3(8) of Regulation (EC) No 178/2002;
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(b)

(©)

(d)

the definitions of 'labelling' and 'pre-packaged foodstuff' in points (a) and (b) of
Article 1(3) of Directive 2000/13/EC;

the definitions of 'nutrition claim' and 'health claim' set out in points (4) and (5)
of Article 2(2) of Regulation (EC) No 1924/2006; and,

the definition of 'other substance' set out in Article 2(2) of Regulation (EC) No
1925/2006.

The following definitions shall also apply:

(a)

(b)

(©)

(d)

(e)

®

(2

‘Authority” means the European Food Safety Authority established by
Regulation (EC) No 178/2002;

‘infants’ means children under the age of 12 months;
‘young children' means children between one and three years;

'infant formula' means food used by infants during the first months of life and
satisfying by itself the nutritional requirements of such infants until the
introduction of appropriate complementary feeding;

'follow-on formula'" means food used by infants when appropriate
complementary feeding is introduced and constituting the principal liquid
element in a progressively diversified diet of such infants;

'‘processed cereal-based food' means food

(i) intended to fulfil the particular requirements of infants in good health
while they are being weaned, and of young children in good health as a
supplement to their diet and/or for their progressive adaptation to
ordinary food and

(i) pertaining to the following four categories:

— simple cereals which are or have to be reconstituted with milk or
other appropriate nutritious liquids;

— cereals with an added high protein food which are or have to be
reconstituted with water or other protein-free liquid;

— pastas which are to be used after cooking in boiling water or other
appropriate liquids;

— rusks and biscuits which are to be used either directly or, after
pulverisation, with the addition of water, milk or other suitable
liquids;

'baby food' means food intended to fulfil the particular requirements of infants
in good health while they are being weaned, and of young children in good
health as a supplement to their diet and/or for their progressive adaptation to
ordinary food, excluding:
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(1)  processed cereal-based food and
(1)) milk intended for young children;

(h) 'food for special medical purposes' means food intended for the dietary
management of patients 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 with other medically-determined nutrient
requirements, whose dietary management cannot be achieved only by
modification of the normal diet.

3. The Commission shall be empowered to adopt delegated acts in accordance with
Article 15 to adapt the definitions of 'infant formula', 'follow-on formula', ‘processed
cereal-based food' and 'baby food' and 'food for special medical purposes' taking into
account technical and scientific progress and relevant developments at international
level, as appropriate.

CHAPTER 11
PLACING ON THE MARKET

Article 3
Placing on the market

Food referred to in Article 1(1) may be placed on the market only if it complies with the
provisions of this Regulation.

Article 4
Pre-packaged food

Food referred to in Article 1(1) shall only be allowed on the retail market in the form of pre-
packaged food.

Article 5
Free movement of goods

Member States may not, for reasons related to their composition, manufacturing, presentation
or labelling, restrict or forbid the placing on the market of food which complies with this
Regulation.

Article 6
Emergency measures

1. Where it is evident that a food referred to in Article 1(1) is likely to constitute a
serious risk to human health and that such risk cannot be contained satisfactorily by
means of measures taken by the Member State(s) concerned, the Commission on its
own initiative or at the request of a Member State, shall without delay take any
appropriate interim emergency measures, including measures restricting or
prohibiting the placing on the market of the food concerned, depending on the
gravity of the situation. Those measures shall be adopted by means of implementing
acts in accordance with the examination procedure referred to in Article 14(2).
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2. On duly justified imperative grounds of extreme urgency to contain and/or address a

serious risk to human health, the Commission shall adopt immediately applicable
implementing acts in accordance with the procedure referred to in Article 14(3).

3. Where a Member State officially informs the Commission of the need to take

emergency measures and the Commission has not acted in accordance with
paragraph 1, the Member State concerned may adopt any appropriate interim
emergency measures, restricting or prohibiting the placing on the market of the food
concerned, depending on the gravity of the situation, within its territory. It shall
immediately inform the other Member States and the Commission thereof, giving the
grounds for its decision. The Commission shall adopt implementing acts aiming at
extending, amending or abrogating the national interim emergency measures. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 14(2). The Member State may maintain its national interim
emergency measures until the implementing acts mentioned in this paragraph have

been adopted.
CHAPTER II1
REQUIREMENTS
SECTION 1
INTRODUCTORY PROVISIONS
Article 7
Introductory provisions

1. Food referred to in Article 1(1) shall comply with any requirement of Union law

applicable to food.
2. The requirements laid down in this Regulation shall prevail over any other

conflicting requirement of Union law applicable to food.

Article 8
Opinions of the Authority

The European Food Safety Authority shall provide scientific opinions in accordance with
Articles 22 and 23 of Regulation (EC) No 178/2002 for the purpose of application of the
present Regulation.

SECTION 2
GENERAL REQUIREMENTS

Article 9
General composition and information requirements

1. The composition of food referred to in Article 1(1) shall be such that it is appropriate
to satisfy the nutritional needs of, and it is suitable for the persons to whom it is
intended, in accordance with generally accepted scientific data.
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Food referred to in Article 1(1) shall not contain any substance in such quantity as to
endanger the health of the persons to whom they are intended.

The labelling, presentation and advertising of food referred to in Article 1(1) shall
provide adequate consumer information and must not be misleading.

The dissemination of any useful information or recommendations with reference to
the categories of food referred to in Article 1 (1) may be made exclusively by
persons having qualifications in medicine, nutrition, pharmacy or other professionals
responsible for maternal and child health care.

SECTION 3
SPECIFIC REQUIREMENTS

Article 10
Specific composition and information requirements

Food referred to in Article 1(1) must comply with the requirements of Article 7 and
composition and information requirements provided in Article 9.

Subject to the general requirements of Articles 7 and 9 and taking into account
Directive 2006/141/EC, Directive 2006/125/EC and Directive 1999/21/EC as well as
any technical and scientific progress, the Commission shall be empowered to adopt
delegated Regulations, no later than /2 years after the date of the entry into force of
this Regulation], in accordance with Article 15, with respect to the following:

(a) the specific compositional requirements of food referred to in Article 1(1);

(b) the specific requirements on the use of pesticides in agricultural products
intended for the production of such food and on pesticides residues in such
food;

(c) the specific requirements on labelling, presentation and advertising of food
referred to in Article 1(1), including the authorisation of nutrition and health
claims thereof;

(d) the notification procedure for the placing on the market of a food referred to in
Article 1(1) in order to facilitate the efficient official monitoring of such food
on the basis of which food operators shall notify the competent authority of the
Member State(s) where the product is being marketed;

(e) the requirements on promotional and commercial practices relating to infant
formulae; and,

(f) the requirements on information to be provided on infant and young child
feeding in order to ensure adequate information on appropriate feeding
practices.

Subject to the requirements of Articles 7 and 9 and taking into account relevant
technical and scientific progress, the Commission shall update the delegated
Regulations mentioned in paragraph 2 in accordance with Article 15.
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Where in the case of emerging health risks, imperative grounds of urgency so
require, the procedure provided in Article 16 shall apply to delegated acts adopted
pursuant to this paragraph.

CHAPTER 1V
UNION LIST OF PERMITTED SUBSTANCES

Article 11
Union list of permitted substances

Vitamins, minerals, amino acids and other substances may be added to food referred
to in Article 1(1), provided that such substances meet the following conditions:

(a) they do not, on the basis of the scientific evidence available, pose a safety
concern to the health of the consumer; and,

(b) they are available for use by the human body.

No later than /2 years after the date of the entry into force of this Regulation], the
Commission shall establish and subsequently update a Union list of permitted
substances that meet the conditions of paragraph 1, by means of implementing
Regulations. The entry of a substance in the Union list shall include a specification of
the substance, and, where appropriate, specify the conditions of use and the
applicable purity criteria. Those implementing Regulations shall be adopted in
accordance with the examination procedure referred to in Article 14(2). On duly
justified grounds of extreme urgency relating to emerging health risks, the
Commission shall adopt immediately applicable implementing acts updating the
Union list in accordance with Article 14(3).

The entry of a substance in the Union list referred to in paragraph 2 may be initiated
either on the initiative of the Commission or following an application. Applications
may be made by a Member State or by an interested party, who may also represent
several interested parties (hereinafter referred to as the applicant). Applications shall
be sent to the Commission, in accordance with paragraph 4.

The application shall include:

(a) the name and the address of the applicant;

(b) the name and a clear description of the substance

(c) the composition of the substance;

(d) the proposed use of the substance and conditions thereof;

(e) a systematic review of the scientific data and appropriate studies performed
following generally accepted expert guidance on the design and conduct of
such studies;
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(f) scientific evidence demonstrating the quantity of the substance which does not
endanger the health of the persons to whom it isintended and its suitability for
the intended uses;

(g) scientific evidence demonstrating that the substance is available for use by the
human body;

(h) asummary of the content of the application.

When a substance is already included in the Union list and there is a significant
change in the production methods, or there is a change in particle size, for example
through nanotechnology, the substance prepared by those new methods shall be
considered as different substance and the Union list shall be modified accordingly
before it can be placed on the Union market.

Article 12
Confidential information relating to applications

Among the information provided in the application referred to in Article 11,
confidential treatment may be given to information the disclosure of which might
significantly harm the competitive position of the applicant.

Information relating to the following shall not, in any circumstances, be regarded as
confidential:

(i)  the name and address of the applicant;

(i) the name and description of the substance;

(ii1) the justification for the use of the substance in or on specific food;

(iv) information that is relevant to the assessment of the safety of the substance;
(v)  where applicable, the analysis method(s) used by the applicant.

Applicants shall indicate which of the information provided they wish to be treated
as confidential. Verifiable justification must be given in such cases.

The Commission shall decide after consulting with the applicants which information
can remain confidential and shall notify applicants and the Member States
accordingly.

After being made aware of the Commission’s position, applicants shall have three
weeks in which to withdraw their application so as to preserve the confidentiality of
the information provided. Confidentiality shall be preserved until this period expires.
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CHAPTER V
CONFIDENTIALITY

Article 13
General confidentiality clause

The Commission, the Authority and the Member States shall, in accordance with Regulation
(EC) No 1049/2001, take the necessary measures to ensure appropriate confidentiality of the
information received by them under this Regulation, except for information which must be
made public if circumstances so require in order to protect human health, animal health or the
environment.

CHAPTER VI
PROCEDURAL PROVISIONS

Article 14
Committee

1. The Commission shall be assisted by the Standing Committee on the Food Chain and
Animal Health. That committee shall be a committee within the meaning of
Regulation (EU) No 182/2011.

2. Where reference is made to this paragraph, Article 5 of Regulation (EU)
No 182/2011 shall apply.

Where the opinion of the committee is to be obtained by written procedure, that
procedure shall be terminated without result when, within the time-limit for delivery
of the opinion, the chair of the committee so decides or a simple majority of
committee members so request.

3. Where reference is made to this paragraph, Article 8 of Regulation (EU)
No 182/2011, in conjunction with Article 5 thereof, shall apply.

Article 15
Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the
conditions laid down in this Article.

2. The delegation of power referred to in Articles 2(3) and 10 of this Regulation shall
be conferred for an indeterminate period of time from the (*) [(*) Date of entry into
force of the basic legislative act or from any other date set by the legislator.]

3. The delegation of powers referred to in Articles 2(3) and 10 of this Regulation may
be revoked at any time by the European Parliament or by the Council. A decision of
revocation shall put an end to the delegation of the power specified in that decision.
It shall take effect the day following the publication of the decision in the Official
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Journal of the European Union or at a later date specified therein. It shall not affect
the validity of any delegated acts already in force.

As soon as it adopts a delegated act, the Commission shall notify it simultaneously to
the European Parliament and to the Council.

A delegated act adopted pursuant to Articles 2(3) and 10 of this Regulation shall
enter into force only if no objection has been expressed either by the European
Parliament or the Council within a period of 2 months of notification of that act to
the European Parliament and the Council or if, before the expiry of that period, the
European Parliament and the Council have both informed the Commission that they
will not object. That period shall be extended by 2 months at the initiative of the
European Parliament or the Council.

Article 16
Urgency procedure

Delegated acts adopted under this Article shall enter into force without delay and
shall apply as long as no objection is expressed in accordance with paragraph 2. The
notification of a delegated act to the European Parliament and to the Council shall
state the reasons for the use of the urgency procedure.

Either the European Parliament or the Council may object to a delegated act in
accordance with the procedure referred to in Article 15. In such a case, the
Commission shall repeal the act without delay following the notification of the
decision to object by the European Parliament or the Council.

CHAPTER VII
FINAL PROVISIONS

Article 17
Repeal

Directive 92/52/EEC and Directive 2009/39/EC are repealed from [the first day of
the month 2 years after the date of the entry into force of this Regulation].
References to the repealed acts shall be construed as references to this Regulation.

Directive 96/8/EC and Regulation (EC) No 41/2009 are repealed from [the first day
of the month 2 years after the date of the entry into force of this Regulation].

Article 18
Transitional measures

Food not complying with this Regulation but complying with Directives 2009/39/EC and
96/8/EC, Regulations (EC) No 41/2009 and (EC) No 953/2009, and labelled prior fo [2 years
after the date of the entry into force of this Regulation] may continue to be marketed after that
date until stocks are exhausted.
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Article 19
Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

It shall apply from [the first day of the month 2 years after the entry into force],

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the European Parliament For the Council
The President The President
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1. PROBLEM DEFINITION

Foods for particular nutritional uses or 'dietetic' foods are foods that are different from foods
for normal consumption and are specially manufactured products intended to satisfy the
particular nutritional requirements of specific categories of the population e.g. foods for
infants and young children, medical foods, foods for weight reduction, gluten-free foods etc.
The dietetic food legislation was implemented since 1977 in order to ensure free movements
of goods and prevent unequal conditions of competition.

It consists of a Framework Directive' and specific measures adopted for certain categories of
foods:

OJ L 124, 6.5.2009, p. 21.

OJ L 401, 30.12.2006, p. 1.

OJ L 339, 6.12.2006, p. 16.

OJ L 55, 6.3.1996, p. 22.

OJLO91,7.4.1999, p. 29.

OJL 16,21.1.2009, p. 5.

OJ L 183, 12.7.2002, p. 51-57.

OJ L 404, 30.12.2006, p. 26-38.

OJ L 404, 30.12.2006, p. 9-25.

An analysis of the European, social and environmental impact of the policy options for the revision of
the Framework Directive on dietetic foods — Study report Agra CEAS Consulting.
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- Infant formulae and follow-on formulaez;

- Processed cereal-based foods and baby foods for infants and young children (baby foods)3;
- Foods intended for use in energy-restricted diets for weight reduction (slimming foods)”;

- Foods for special medical purposes (medical foods)’;

- Foods for people intolerant to gluten (gluten-free foods)6.

Due to diversification and specialisation of foods over the last decades, new pieces of
legislation have been adopted. Of particular importance in this context are the legislation on
food supplements’, fortified foods® and nutrition and health claims’.

Discussions with Member States and stakeholders have highlighted difficulties relating to the
implementation of the dietetic food legislation and its interaction with more recent pieces of
legislation. The main problems identified relate to the following issues.

'Dietetic’ food or 'normal’ food

As the development of food and its marketing is becoming more and more targeted to
specific categories of consumers (e.g. fortified foods for children, food supplements for
pregnant women, fortified food to boost the immune system etc.), it could be argued that a
vast number of products on the market today are developed/aimed for a certain group of the
population with specific nutritional needs. It is sometimes more and more difficult to see
where that distinction between 'mormal' foods intended for the 'general' population and
'dietetic' foods intended for a 'specific' group of the population lies.

Understanding the interaction — 'dietetic’ suitability statement or claim?

When the framework legislation was adopted, in December 1976, the compulsory 'dietetic'
suitability statement foreseen on the label of dietetic foods was intended to cover a large
scope and was not limited to defined information. Following the adoption of the Nutrition
and Health Claims Regulation in 2006, which covers all statements made on foods
implying a nutrition and/or a health benefit, the interaction between the different pieces of
legislation becomes less clear. Today, in cases where no further rules have been set in
specific pieces of legislation, the indication of 'dietetic' suitability, as eroded by the Claims
Regulation, would be restricted to the indication of the group of the population to whom the
food is intended.

Legislation shopping

Member States have reported'” that the legislation on dietetic foods is being used by some
operators to circumvent the rules of legislation adopted subsequently to it, thus distorting
the notion of a food for particular nutritional uses and resulting in certain cases in confusion
over its application.

It appears that some operators notify under the dietetic food legislation a 'normal' food in
order to be able to use a 'dietetic' suitability statement (mandatory according to the dietetic
food legislation) instead of the equivalent claim and therefore avoid the requirements of the
claims Regulation (EU prior-authorisation with scientific assessment). This possibility
distorts the market and results in an uneven playing field for food operators and unfair
competition, as some businesses can gain an unfair advantage over a competitor by using a
dietetic food statement instead of having the same claim authorized. This is particularly true
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for the potential dietetic foods that are subject to the notification procedure or for which no
specific rules have been laid down.

Concrete examples of distortions:
Between Member States and businesses

e Some Member States will consider that a food marketed as 'food suitable for people with
digestion disorders' is a mormal' food bearing a claim under the Nutrition and Health
Claims legislation and request it be subject to EU prior-authorisation. Other Member
States will consider it as a 'dietetic' food that should be notified at national level. A
business operating in different Member States may therefore have to comply for the same
product with different rules depending on the competent authorities' interpretation of the
legislation

For consumers
e A consumer might pay more for a 'dietetic chocolate suitable for diabetic people'
considered as being specially formulated for diabetic people than for a similar 'normal'

chocolate bearing a nutrition claim "low in sugar".

Stakeholders most affected

The proposal will have a direct impact on specialised dietetic food producers and Member
States competent authorities and an indirect impact on general EU food producers and
consumers.

Intervention necessary

After more than 30 years of existence of the Framework Directive on dietetic foods, this
revision is also an opportunity to simplify the legal framework, reduce administrative burden
whenever possible and to facilitate innovation as well as to only intervene when EU action
provides substantial added value over individual Member States action.

2. ANALYSIS OF SUBSIDIARITY

The Framework Directive was based on Article 100a of the EC Treaty, now become Article
114 of the Treaty on the Functioning of the European Union (TFEU) and aims at establishing
an internal market for dietetic foods products while ensuring a high level of protection of
consumers.

Prior to the adoption of the Framework Directive, the national measures in the Member States
differed from one Member State to another. The differences between these laws obliged the
dietetic food industry to vary their production according to the Member State for which the
products were intended. To respond to this, general rules and a number of specific measures
were adopted at EU level.

In order to harmonise intra-union trade and trade with third countries, the Commission does
have the right to act. However, this should be balanced against the proportionality of the
measure and the added value EU rules will have for citizens across all Member States.

3. POLICY OBJECTIVES

Overall objectives:




The main aim of the revision is to ensure appropriate consumer information for specific
foods and good functioning of the internal market within the context of the Commission's
commitment to smart regulation (proportionality, reduction of burden, legal clarity, and
better enforcement) for Member States and businesses.

Specific objectives:

e Objective 1: Coherence — To remove the difference in interpretation and difficulty in
implementation of the dietetic food legislation given the development of other food
legislation and to appropriately coordinate and align rules for specific foods with other
food legislation

e Objective 2: Simplification — To remove the rules that have become unnecessary,
contradictory and potentially conflicting and to reduce the administrative burden
associated with the implementation of the legislation.

e Objective 3: Harmonisation — To ensure that similar products are treated in the same way
across the Union and to allow the free movement and equal conditions of competitions for
goods.

e Objective 4: Small Businesses and Innovation — To ensure that any change to the
management of foods currently covered by the Framework Directive does not impact
disproportionately on small businesses (as they have limited capacities to invest additional
resources in obtaining external legal expertise to understand the legislation) or place
unnecessary additional burdens on food businesses operators that may hinder innovation.

4. POLICY OPTIONS

Different policy options can be identified in order to achieve each of the four objectives
described in section 3:

e Option 1 — Repeal all the legislation on dietetic foods (Framework Directive and all the
specific Directives adopted under that Framework)

e Option 2 — Repeal the Framework Directive on dietetic food but maintain certain of the
specific rules adopted under that Framework

e Option 3 — Revise the Framework Directive establishing a positive list of dietetic foods
with specific compositional and/or labelling rules

e Option 4 — Amend the Framework Directive replacing the notification procedure with EU
centralised prior-authorisation procedure based on a scientific assessment.

5. ASSESSMENT OF IMPACTS

In order to undertake the impact assessment a range of potential impacts were identified
through consultation with Member States and stakeholders. This Impact Assessment analyses
the likely social, economic and environmental impacts — be they direct or indirect — of the
different policy options. As the Framework legislation on dietetic food was established to
ensure good functioning of the internal market the major focus of the analysis is on economic
impacts of the options (administrative burden, reformulation and labelling, innovation,
competitiveness and price) rather than social costs (e.g. public health). However, as in some
areas there could be such potential social impacts - consumer protection and information and



loss of employment — and, these have been where possible assessed. The loss of employment
has been identified under the economic impacts sections in particular when considering the
impact on SMEs. The wider social analysis of the four options could not find any other
significant impacts particularly on social wellbeing. The assessment of each option in terms of
environmental impacts has not identified significant impacts (either negative or positive).

Summary of impacts:

Positive Impacts of Each Policy Option Negative Impacts of Each Policy Option

m Social @ Social

4] @ Economic @ Economic

2 ] ||

option 1 option2  option 3 option 4 option 1 option2  option 3 option 4

postive impact
negative impact
[=>]

Option 1

Abolishing the concept of dietetic food will prevent further distortions between dietetic foods
and 'normal' foods with claims. However, whilst this appears to be a good option in terms of
simplification and reducing administrative burden the trade off in terms of the introduction of
national legislation to compensate the repeal of certain EU legislation related for example to
foods intended to infants and young children may be significant.

Option 2

Option 2 provides the same simplification and administrative burden reduction benefits as
option 1 but also gives the EU the possibility to maintain for certain categories of foods, rules
the harmonisation of which has provided added value at European level. Having no general
rules on dietetic foods anymore and clearer rules for certain specific products should ensure
better coordination between the requirements of different pieces of legislation.

Option 3

The main advantage of setting a positive list for dietetic foods with specific compositional and
labelling requirements is that standardised rules would apply to the dietetic foods sector
ensuring harmonisation across the European Union. However, the burden that would fall on
the industry and Member States for having to comply with additional specific dietetic foods
legislation to be able to target foods to certain groups of the population may be considered
disproportionate particularly taking into account the minimal additional public health and
consumer information benefits.

Option 4

The application of a standard prior-authorisation procedure would ensure more harmonisation
across the European Union than the general notification procedure currently in place.
However, the burden of obtaining prior authorisation before using a 'dietetic' suitability



statement on a product seems to be disproportionate in terms of consumers' protection and
information and would be highly costly for the industry and especially for SMEs.

6. COMPARISON OF OPTIONS

Option1 | Option2 | Option3 | Option 4
2 Nutritional quality for the intended use -- ++ ++ ++
T oz
) A .
= g Consumer Information - ++ + +
¢ 3
Internal Market Function - + ++ ++
Coherence
- remove difference in interpretation ++ + + +
- coordinate and align with other rules ++ + - +
Simplification
- remove unnecessary rules ++ ++ -- --
o § - reduce administrative burden ++ + + -
£ 5
g 2 o
& = Harmonisation
o
- to ensure that similar products are treated -- ++ ++ +
in the same way across the union
SMEs and Innovation
- no disproportionate impact on SMEs + + - --
- clear and simple rules to prevent barriers
to innovate
+ ++ + - -

Magnitude of impact of the criteria compared: ++ strongly positive; + positive, -- strongly negative, - negative

The impacts of the options considering the repeal of the dietetic food legislation (options 1
and 2) were estimated mainly as being positive with regard to the objectives of the revision -
coherence and simplification of the legislation, harmonised intra-union trade and growth of
the markets and taking into account SMEs. However, these positive impacts would be
counter-balanced by the loss of harmonised rules for products intended to vulnerable groups
of the population. Therefore, specific legislation for categories of foods for which the lack of
additional compositional and labelling rules to the general rules could compromise nutritional
safety should be maintained.

The options of maintaining and reinforcing the legislation on dietetic foods (option 3: by
maintaining and establishing specific rules or option 4: by imposing a prior-authorisation
regime to all dietetic foods) were considered as placing on industry, Member States and the
Commission disproportionate burdens (administrative, operational, enforcement) in
comparison to the benefit to public health and consumer information. In addition, third
country trade might be affected by additional requirements and such approach would close the
sector and restrict competitiveness (especially for SMEs).



Preferred option

It is concluded that the revision of the legislation should be done in accordance with option 2
assuming that the maintenance of separate legislation on dietetic foods in addition to other
existing rules of food legislation is no longer justified in the current food market.

In line with the Commission's Smart Regulation policy, option 2 offers the best approach to
simplification, clarity, coherence and reduction of administrative burden without losing
harmonisation that has proved beneficial at EU level in terms of consumer nutritional safety
and internal market functioning.

Removing the concept of dietetic food would prevent differences in interpretation, as all foods
will be considered in the same way by general legislation. However, the analysis of option 2
demonstrates that certain rules established under the specific pieces of dietetic foods
legislation should be maintained when it is considered that the general labelling and safety
rules are not sufficient to ensure adequate nutritional composition of the food to protect the
most vulnerable consumers and appropriate consumer information across the Member States
(e.g. foods intended to infants and young children and medical foods).

7. MONITORING AND EVALUATION

A set of indicators and data to be collected was proposed to enable future measurement of the
economic and social impact of initiative.



Annex 4

List of Consultees

A G BARR

ABBOT LABORATORIES LIMITED
ADDENBROOKES HOSPITAL

ADVERTISING ASSOCIATION

ADVERTISING STANDARDS AUTHORITY
ADVISORY BODY FOR SOCIAL SERVICES CATERING
ADVISORY CENTRE FOR EDUCATION
AGRICULTURAL INDUSTRIES CONFEDERATION
AGRICULTURAL SUPPLY INDUSTRY
AJINMOTO CO LTD

ALCONTROL LABORATORIES

ALFA CHEMICALS

ALLCHEM INTERNATIONAL

ALLIED BAKERIES LID

ALLSPORTS INTERNATIONAL LTD

AMATEUR ATHLETICS ASSOCIATION
AMERICAN MAIZE-PRODUCTS COMPANY (USA)
AMICUS

ANIMAL MEDICINES INSPECTORATE

ANZFA

APCO EUROPE

ARKARIUS LIMITED

ASDA STORES LTD

ASHURST

ASHWELL ASSOCIATES

ASSOC OF BRITISH PAEDIATRIC NURSES
ASSOC OF THE BRITISH PHARMACEUTICAL INDUSTRY
ASSOCIATED BRITISH AGRICULTURE
ASSOCIATION FOR BREASTFEEDING MOTHERS
ASSOCIATION OF CONVENIENCE STORES
ASSOCIATION OF PORT HEALTH AUTHORITIES
ASSOCIATION OF PUBLIC ANALYSTS
ASSOCIATION OF RADICAL MIDWIVES

BABY MILK ACTION

BABYLICIOUS LIMITED

BAKERS DELIGHT LTD

BAPEN

BARBOUR INDEX PLC

BARRY ATWOOD

BERNARD MATTHEWS LTD

BERRY OTTAWAY AND ASSOCIATES LIMITED
BIO BAMBINI

BIRD & BIRD

BIRMINGHAM CHILDRENS HOSPITAL

BISCUIT, CAKE, CHOCOLATE & CONFECTIONERY ASSOCIATION
BOOKER LTD

BOOTH SMITH & ASSOCIATES

BOOTS THE CHEMIST

BOROUGH OF REIGATE & BANSTEAD
BRADFORD ROYAL INFIRMARY
BREASTFEEDING NETWORK



BREWERS & LICENSED RETAILERS ASSOCIATION
BRITANNIA HEALTH PRODUCTS LTD

BRITISH ASSOCIATION OF SPORTS & EXERCISE MEDICINE (BASEM)
BRITISH BAKERS LTD

BRITISH BEEKEEPER'S ASSOCIATION

BRITISH BEER & PUB ASSOCIATION

BRITISH CHEMICAL DISTRIBUTORS & TRADERS ASSOCIATION LTD
BRITISH COFFEE ASSOCIATION

BRITISH DENTAL ASSOC

BRITISH DENTAL ASSOCIATION

BRITISH DIABETIC SOCIETY

BRITISH DIETETIC ASSOCIATION

BRITISH EGG INDUSTRY COUNCIL

BRITISH ESSENCE MANUFACTURERS ASSOCIATION
BRITISH FERMENTATION PRODUCTS

BRITISH HOSPITALITY ASSOCIATION

BRITISH INDEPENDENT GROCERS ASSOCIATION

BRITISH MEDICAL ASSOCIATION

BRITISH NUTRITION FOUNDATION

BRITISH OLYMPIC ASSOCIATION

BRITISH PASTA PRODUCT ASSOCIATION

BRITISH PHARMACAEUTICAL NUTRITION GROUP

BRITISH POULTRY COUNCIL

BRITISH RETAIL CONSORTIUM

BRITISH SOCIETY OF GASTROENTEROLOGY

BRITISH SOFT DRINKS ASSOCIATION LTD

BRITISH SPECIALIST NUTRITION ASSOCIATION

BRITISH SUGAR PLC

BRITISH TENNIS COACHES' ASSOCIATION

BRITISH WEIGHTLIFTERS ASSOCIATION (BWLA)

BROMLEY CENTRAL LIBRARY

BUCKINGHAMSHIRE NHS TRUST

BUSINESS IN SPORT & LEISURE

CAMBRIDGE MANUFACTURING COMPANY LTD

CAMEDICA

CAMPDEN & CHORLEYWOOD FOOD RESEARCH ASSOCIATION
CANTOX HEALTH SCIENCES INTERNATIONAL

CARGILL FLAVOR SYSTEMS/DUCKWORTH GROUP
CATALENT PHARMA SOLOUTIONS

CAVAGHAN & GRAY

CENTRAL LOBBY CONSULTANTS

CENTRE FOR PUBLIC HEALTH EXCELLENCE, NATIONAL INSTITUTE FOR HEALTH AND
CLINICAL EXCELLENCE

CHARTERED INSTITUTE OF ENVIRONMENTAL HEALTH
CHEMISTRY & INDUSTRY MAGAZINE

CHIEL FOODS & CHEMICALS INC

CHILD ACTION PREVENTION TRUST

CHRISTAN HANSEN UK LTD

CHRISTCHURCH BOROUGH COUNCIL (084)

CHRISTIAN HANSON

CITY OF YORK COUNCIL

CIVO-INSTITUTES TNO

COCA-COLA COMPANY

COELIAC UK

COFFEE TRADE FEDERATION LTD

COMMUNITY PRACTITIONERS & HEALTH VISITORS ASSOC
CONFEDERATION OF INDIAN FOOD TRADE AND INDUSTRY
CONFOCO UK LTD

CONSENSUS ACTION ON SALT & HEALTH

CONSUMER EDUCATION & RESEARCH CENTRE



CONTRACT FOOD LTD

CO-OPERATIVE GROUP

COPELAND BOROUGH COUNCIL

COUNCIL FOR RESPONSIBLE NUTRITION

COVINGTON & BURLING

CROP PROTECTION ASSOCIATION

CUMBRIA COUNTY COUNCIL

D & T ASSOCIATION

D F ANSTEAD LTD

DABUR RESEARCH FOUNDATION

DAIRY CREST LTD

DAIRY UK LTD

DANISH BACON COMPANY PLC

DEPARTMENT FOR BUSINESS, ENTERPRISE AND REGULATORY REFORM
DEPARTMENT FOR CULTURE, MEDIA AND SPORT

DEPARTMENT FOR INTERNATIONAL DEVELOPMENT
DEPARTMENT OF ENVIRONMENT FOOD AND RURAL AFFAIRS
DEPARTMENT OF GASTROENTEROLOGY & NUTRITION
DEPARTMENT OF HUMAN NUTRITION

DEPARTMENT OF TRADING STANDARDS

DEPT OF AGRICULTURE & RURAL DEVELOPMENT FOR NORTHERN IRELAND
DEPT OF PHYSICAL EDUCATION, SPORTS SCIENCE

DERRISFORD HOSPITAL

DIABETES UK

DIETITIANS IN SPORT & EXERCISE NUTRITION

DURHAM CITY COUNCIL (095)

ELLIOT SOLICITORS

EMBASSY OF THE FEDERAL REPUBLIC OF GERMANY

ENGLISH GRAINS LTD

ENGLISH INSTITUTE OF SPORT

ENVIRONMENT COUNCIL

ENVIRONMENTAL DATA SERVICES

ESSENTIAL TRADING CO-OPERATIVE LTD

ETHICS COMMITTEE'S

EURODIET DISTRIBUTION AND WHOLESALE LIMITED

EUROFINS

EUROPE ANALYTICA

EUROPEAN FEDERATION OF HEALTH PRODUCT MANUFACTURERS ASSOCIATION
F | DATA SERVICES

FACULTY OF PUBLIC HEALTH OF THE ROYAL COLLEGE OF PHYSICIANS OF THE
UNITED KINGDOM

FEDERAL OFFICE OF PUBLIC HEALTH

FEDERATION INTERNATIONALE DE FOOTBALL ASSOCIATION (FIFA)
FEDERATION OF DANISH PIG PRODUCERS & SLAUGHTERHOUSES
FEDERATION OF SMALL BUSINESSES

FEDERATIONS OF SYNAGOGUES

FI DATA SERVICES

FITNESS INDUSTRY ASSOCIATION

FOOD & DRINK FEDERATION

FOOD & HEALTH RESEARCH

FOOD ADDITIVES AND INGREDIENTS ASSOCIATION LTD

FOOD AND ENVIRONMENTAL DIVISION LGC LTD

FOOD BRAND GROUP (THE)

FOOD COMMISSION UK LTD

FOOD LAW GROUP

FOOD SCIENCE AUSTRALIA LIBRARY

FOOD STANDARD AGENCY

FOOD STANDARDS AUSTRALIA NEW ZEALAND (FSANZ)
FOODAWARE

FOR CHILDREN



FORESIGHT

FORUM OF PRIVATE BUSINESS

FORUM PRODUCTS LTD

FREELANCE DIETITIAN & NUTRITIONIST
FRESENIUS KABI LTD

FSA NORTHERN IRELAND

G F DIETARY GROUP LTD

G R LANE HEALTH PRODUCTS LTD

GARNELL CORPORATION LTD
GASTROENTEROLOGY UNIT

GENERAL DIETARY LTD

GENUINE EMPOWERMENT OF MOTHERS IN SOCIETY
GIN & VODKA ASSOCIATION

GIRACT

GLACTOSAEMIA

GLAXOSMITHKLINE

GLISTEN CONFECTIONERY

GLUTAFIN

GLUTEN FREE FOODS LTD

GOODMAN DERRICK

GOODMAN FIELDER LTD

GOVERNMENT OFFICE FOR THE EAST MIDLANDS
GRACE GMBH

GRAMPIAN COUNTRY FOOD GROUP

HARRODS LTD

HARTWELL FOOD RESEARCH LTD

HEALTH & DIET FOOD COMPANY

HEALTH FOOD MANUFACTURERS' ASSOCIATION
HEALTH PROMOTION AGENCY

HEATHER PAINE ASSOCIATES

HIPP - WERK GEORG HIPPOHG

HIPP UK LIMITED

HOBBELINK

HOLLAND & BARRETT

HONEYROSE PRODUCTS LTD

HONG KONG GOVT - DEPT OF HEALTH
HORTICULTURE RESEARCH INTERNATIONAL
HOWARD FOUNDATION RESEARCH GROUP
HUNTINGDON LIFE SCIENCES

HUSH (HAEMOLYTIC URAEMIC SYNDROME HELP)
ICE FRESH FOODS LTD

ILS LIMITED

ILSLTD

IMPERIAL COLLEGE

INNOVATION ADVERTISING

INSTITUTE OF CHEMICAL ENGINEERS
INSTITUTE OF CHILD HEALTH

INSTITUTE OF FOOD SCIENCE & TECHNOLOGY (IFST)
INSTITUTE OF HOSPITALITY

INTERNATIONAL FOOD INFORMATION SERVICE
INTERNATIONAL SOFT DRINK COUNCIL

J RALPH BLANCHFIELD CONSULTANCY

J SAINSBURY PLC

JACOBS BAKERY LIMITED

JOHN RUSSELL ASSOCIATES/FAIA

JOHN WYETH & BROTHER LTD

JOHNSTON CONSULTING

KELLER & HECKMAN LLP

KELLOGG EUROPE TRADING LIMITED

KING'S COLLEGE LONDON



KREGLINGER EUROPE

L B CROYDON FOOD TEAM

L HEPNER & ASSOCIATES LTD

LA LECHE LEAGUE (GREAT BRITAIN)

LABORATORY OF THE GOVERNMENT CHEMIST (LGC)
LACTATION CONSULTANTS OF GREAT BRITAIN (LCGB)
LANCASHIRE COUNTY COUNCIL

LAW LABORATORIES LTD

LAWDATA LTD

LAWRENCE GRAHAM

LAWSON DR R G

LEATHERHEAD FOOD INTERNATIONAL

LEEDS METROPOLITAN UNIVERSITY

LEICESTER REFERENCE & INFORMATION LIBRARY
LEICESTERSHIRE COUNTY ANALYSTAE™S LAB

LGC (TEDDINGTON) LTD

LIFE TREE SHOP

LOCAL AUTHORITIES CO-ORDINATORS OF REGULATORY SERVICES
LONDON BOROUGH OF BRENT (ENVIRONMENTAL HEALTH)
LONDON BOROUGH OF EALING COUNCIL

LONDON CHAMBER OF COMMERCE

LONDON FIRE BRIGADE

LONDON FOOD CENTRE

LONDON INTERNATIONAL GROUP PLC

LONZA

LOVELL WHITE DURRANT SOLICITORS

LYN ANDERSON

LYONS TETLEY LTD

LYSIHS

MACFARLANES

MANCHESTER METROPOLITAN UNIVERSITY
MARGARET ANDERSON

MARGARINE AND SPREADS ASSOCIATION

MARKS & SPENCER PLC

MATTHEW CLARK LTD

MCC PUBLIC RELATIONS LTD

MCDONALD'S RESTAURANTS LTD

MEAD JOHNSON NUTRITIONALS

MEAT & LIVESTOCK COMMISSION

MEDICINES & HEALTHCARE PRODUCTS REGULATORY AGENCY
MERIDIAN FOODS - TECHNICAL DEPARTMENT
MERRYDOWN PLC

METROPOLITAN POLICE SERVICE

MIDWIVES INFORMATION & RESOURCE SERVICE
MILLS & REEVE

MJISR ASSOCIATES

MR JAMES LEGGE

MR R DALLEY

MRC HUMAN NUTRITION RESEARCH

NAT ASSOC OF LOCAL GOVT OFFICIALS

NATIONAL AMATEUR BODYBUILDERS ASSOCIATION (NABBA)
NATIONAL ASSOCIATION OF BRITISH & IRISH MILLERS
NATIONAL ASSOCIATION OF HEALTH STORES
NATIONAL ASSOCIATION OF MASTER BAKERS
NATIONAL ASSOCIATION OF WOMEN'S CLUBS
NATIONAL CHILDBIRTH TRUST

NATIONAL CONSUMER COUNCIL

NATIONAL CONSUMER FEDERATION

NATIONAL COUNCIL OF WOMEN OF GREAT BRITAIN
NATIONAL FAMILY & PARENTING INSTITUTE



NATIONAL FARMERS UNION (NFU)

NATIONAL FEDERATION OF WOMEN'S INSTITUTES
NATIONAL HEART FOUNDATION OF AUSTRALIA
NATIONAL INSTITUTE FOR HEALTH AND CLINICAL EXCELLENCE
NATIONAL INSTITUTE OF MEDICAL HERBALISTS LTD
NATIONAL PHAMACEUTICAL ASSOC

NATIONAL PHARMACY ASSOCIATION

NATIONAL WOMEN'S REGISTER

NATURE'S OWN LTD

NCH ACTION FOR CHILDREN

NESTLE UK LTD

NEVILLE CRADDOCK ASSOCIATES

NEWCASTLE UPON TYNE CITY LIBRARY

NEWHAM COMMUNITY COLLEGE

NORTH HERTFORDSHIRE NHS TRUST

NORTON ROSE

NOVARTIS CROP PRODUCTION UK LTD

NOVARTIS MEDICAL NUTRITION

NUTRAGEN

NUTRICIA LTD

NUTRITECH CONSULTANCY

NUTRITION SOCIETY

OFFICE OF COMMUNICATIONS

OLYMPIC MEDICAL INSTITUTE

OMYA CROXTON + GARRY LTD

ORANGINA GROUP

ORGANIX BRANDS LTD

ORGANIX BRANDS PLC

PAGB

PARLIAMENTRY FOOD AND HEALTH FORUM
PEPSICO INTERNATIONAL

PERRIGO UK

PESTICIDE ACTION NETWORK UK
PHARMACEUTICAL SOCIETY OF G B

PHARMACY & PRESCRIPTIONS BRANCH
PHYTOPHROM

PIONEERING FOODS

PIZZA HUT (UK)

PLYMOUTH CONSUMER GROUP

POOLE TRADING STANDARD DEPT

POWER HEALTH PRODUCTS LTD

PREMIER TRAINING INTERNATIONAL
PROFESSIONAL, MANAGERIAL AND HEALTHCARE PUBLICATIO
PROPRIETARY ASSOCIATION OF GREAT BRITAIN
PROTEIN TECHNOLOGY INTERNATIONAL
PROVISION TRADE FEDERATION

READING SCIENTIFIC SERVICES LTD

RHM GROUP

RHM TECHNOLOGY LTD

RIO TRADING COMPANY (HEALTH) LTD
ROTHERHAM HEALTH AUTHORITY

ROYAL COLLEGE OF MIDWIVES

ROYAL COLLEGE OF NURSING

ROYAL COLLEGE OF PAEDIATRIC & CHILD HEALTH
ROYAL COLLEGE OF PAEDIATRICS & CHILD HEALTH
ROYAL PHARMACEUTICAL SOCIETY OF GREAT BRITAIN
ROYAL SOCIETY FOR THE PROMOTION OF HEALTH
ROYAL SOCIETY OF HEALTH

RUGBY FOOTBALL LEAGUE

RUGBY FOOTBALL UNION



SAFEPHARM LABORATORIES LTD

SALT MANUFACTURERS ASSOCIATION
SANDWELL INFORMATION SERVICE

SCHOOL OF SCIENCE & TECHNOLOGY
SCHOOL OF SPORT & EXERCISE SCIENCES
SCI - WHERE SCIENCE MEETS BUSINESS
SCOTTISH EXECUTIVE RURAL AFFAIRS DEPT
SEASONING & SPICE ASSOCIATION (SSA)
SEVEN SEAS LTD

SHEFFIELD CITY LIBRARIES

SHOOSMITH

SHS INTERNATIONAL LIMITED

SIMKINS PARTNERSHIP

SIMPLY ORGANIC - SERIOUS FOOD COMPANY
SIS (SCIENCE IN SPORT) LTD

SMA NUTRITION LTD

SMALL INDEPENDENT BREWERS ASSOCIATION
SMH CONSULTANCY

SNACK, NUT & CRISPS MANUFACTURERS ASSOCIATION
SOIL ASSOCIATION

SOLWAY FOODS

SOMERFIELD STORES LIMITED

SOUTH WEST PROVINCIAL EMPLOYERS
SOUTHBANK UNIVERSITY

SPORT ENGLAND

ST GEORGE'S HOSPITAL MEDICAL SCHOOL
ST IVEL SPREADS

STUTE FOODS LTD

SURE START BREASTFEEDING PROJECT
SURE START CENTRE

SURREY COUNTY COUNCIL

SURREY TRADING STANDARDS

SUSTAIN: THE ALLIANCE FOR BETTER FOOD AND FARMING
TABLE JELLIES ASSOCIATION

TATE & LYLE PLC

TELFORD FOODS LTD

TESCO STORES PLC

THE BRITISH MEDICAL ASSOCIATION

THE DAIRY COUNCIL

THE FOOD COMMISSION

THE NUTRITION SOCIETY

THOMAS LOWNES AND CO LTD

THOMPSON & CAPPER LTD

TRADE UNION CONGRESS

TRANSPORT & GENERAL WORKERS UNION
TRULY SCRUMPTIOUS BABY FOOD LTD

UCB PHARMA LIMITED

UK ASSOCIATION OF FROZEN FOOD PRODUCERS
UK SPORT

UK VLCD INDUSTRY GROUP

ULTRAPHARM LTD

UNICEF

UNIGREG LIMITED

UNILEVER UK LIMITED

UNITED BISCUITS (UK) LTD

UNIVERSITY COLLEGE & MIDDLESEX
UNIVERSITY OF BIRMINGHAM

UNIVERSITY OF CENTRAL LANCASHIRE
UNIVERSITY OF HERTFORDSHIRE
UNIVERSITY OF LEEDS



UNIVERSITY OF LIVERPOOL

UNIVERSITY OF NEW SOUTH WALES
UNIVERSITY OF PLYMOUTH

UNIVERSITY OF READING

UNIVERSITY OF SOUTHAMPTON

UNIVERSITY OF SUSSEX

VEGA - VEGETARIAN ECONOMY AND GREEN AGRICULTURE
VEGAN SOCIETY

VEGETARIAN SOCIETY OF THE UNITED KINGDOM
VENTRESS TECHNICAL SERVICES LTD
VETERINARY SCIENCE LIBRARY

VINEGAR BREWERS FEDERATION

VITACARE LIMITED

WAITROSE LTD

WALSALL METROPOLITAN BOROUGH COUNCIL
WARBURTONS LTD

WEETABIX LIMITED

WEIDER PUBLISHING LTD

WELLFOODS LTD

WELSH GOVERNMENT

WHICH?

WHITEHOUSE CONSULTANCY LTD

WM MORRISON SUPERMARKETS PLC
WORCESTERSHIRE COUNTY COUNCIL
YOUNGS SEAFOOD





