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(e) a copy of other scientific studies which are relevant to that
health claim;

(f) a proposal for the wording of the health claim for which
authorisation is sought including, as the case may be,
specific conditions for use;

(g) a summary of the application.

4. The Commission, having first consulted the Authority,
shall establish in accordance with the procedure referred to in
Article 25(2) implementing rules for the application of this
Article, including rules concerning the preparation and presenta-
tion of the application.

5. The Commission, in close cooperation with the Authority,
shall make available appropriate technical guidance and tools to
assist food business operators, in particular SMEs, in the
preparation and presentation of the application for scientific
assessment.

Article 16
Opinion of the Authority

1. In giving its opinion, the Authority shall respect a time
limit of five months from the date of receipt of a valid applica-
tion. Whenever the Authority seeks supplementary information
from the applicant as provided for in paragraph 2, such time
limit shall be extended by up to two months following the date
of receipt of the requested information submitted by the appli-
cant.

2. The Authority or a national competent authority through
the Authority may, where appropriate, request the applicant to
supplement the particulars accompanying the application within
a specified time limit.

3. In order to prepare its opinion, the Authority shall verify:
(a) that the health claim is substantiated by scientific evidence;

(b) that the wording of the health claim complies with the
criteria laid down in this Regulation.

4. In the event of an opinion in favour of authorising the
health claim, the opinion shall include the following particulars:

(a) the name and address of the applicant;

(b) the nutrient or other substance, or the food or the category
of food, in respect of which a claim is to be made and its
particular characteristics;

(c) a proposal for the wording of the health claim, including, as
the case may be, the specific conditions of use;

(d) where applicable, conditions or restrictions of use of the
food andfor an additional statement or warning that should
accompany the health claim on the label and in advertising.

5. The Authority shall forward its opinion to the Commis-
sion, the Member States and the applicant, including a report
describing its assessment of the health claim and stating the

20

reasons for its opinion and the information on which its
opinion was based.

6. The Authority, in accordance with Article 38(1) of Regu-
lation (EC) No 1782002, shall make its opinion public.

The applicant or members of the public may make comments
to the Commission within 30 days from such publication.

Article 17
Community authorisation

1.  Within two months after receiving the opinion of the
Authority, the Commission shall submit to the Committee
referred to in Article 23(2) a draft decision on the lists of
permitted health claims, taking into account the opinion of the
Authority, any relevant provisions of Community law and other
legitimate factors relevant to the matter under consideration.
Where the draft decision is not in accordance with the opinion
of the Authority, the Commission shall provide an explanation
for the differences.

2. Any draft decision to amend the lists of permitted health
claims shall include the particulars referred to in Article 16(4).

3. A final decision on the application shall be adopted in
accordance with the procedure referred to in Article 25(2).

4. The Commission shall without delay inform the applicant
of the decision taken and publish details of the decision in the
Official Journal of the European Union,

5. Health claims included in the lists provided for in Articles
13 and 14 may be used, in conformity with the conditions
applying to them, by any food business operator, if they are not
restricted for use in accordance with the provisions of
Article 21.

6. The granting of authorisation shall not lessen the general
civil and criminal liability of any food business operator in
respect of the food concerned.

Article 18
Claims referred to in Article 13(5)

1. A food business operator intending to use a health claim
not included in the list provided for in Article 13(3) may apply
for the inclusion of the claim in that list.

2. The application for this inclusion shall be submitted to the
national competent authority of a Member State which shall
acknowledge receipt of the application in writing within
14 days of its receipt. The acknowledgement shall state the date
of receipt of the application. The application shall include the
data provided for in Article 15(3) and the reasons for the
request,
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3. The valid application, in line with the guidance referred to
in Article 15(5), and any information supplied by the applicant
shall be sent without delay to the Authority for a scientific
assessment as well as to the Commission and the Member States
for information. The Authority shall issue its opinion within a
time limit of five months from the date of receipt of the
request. Such time limit may be extended by up to one month if
the Authority considers it necessary to seek supplementary
information from the applicant. In such a case the applicant
shall submit the requested information within 15 days from the
date of receipt of the Authority’s request.

The procedure laid down in Article 16(3)(a) and (b), (5) and (6)
shall apply mutatis mutandis.

4.  Where the Authority, following scientific assessment,
issues an opinion in favour of the inclusion of the claim in the
list provided for in Article 13(3), the Commission shall take a
decision on the application, taking into account the opinion of
the Authority, any relevant provisions of Community law and
other legitimate factors relevant to the matter under considera-
tion, after having consulted the Member States and within two
months of receiving the opinion of the Authority.

Where the Authority issues an opinion that does not support
the inclusion of the claim in that list, a decision on the applica-
tion shall be taken in accordance with the procedure referred to
in Article 25(2).

Article 19
Modification, suspension and revocation of authorisations

1. The applicant/user of a claim included in one of the lists
provided for in Articles 13 and 14 may apply for a modification
of the relevant list. The procedures laid down in Articles 15 to
18 shall apply mutatis mutandis.

2. On its own initiative or following a request from a
Member State or from the Commission, the Authority shall
issue an opinion on whether a health claim included in the lists
provided for in Articles 13 and 14 still meets the conditions
laid down in this Regulation.

It shall forthwith transmit its opinion to the Commission, the
Member States and, where relevant, to the original applicant of
the claim in question. The Authority, in accordance with Article
38(1) of Regulation (EC) No 1782002, shall make its opinion
public.

The applicant/user or a member of the public may make
comments to the Commission within 30 days of such publica-
tion.

The Commission shall examine the opinion of the Authority
and any comments received as soon as possible. If appropriate,
the authorisation shall be modified, suspended or revoked in
accordance with the procedures laid down in Articles 17
and 18,
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CHAPTER V
GENERAL AND FINAL PROVISIONS
Article 20
Community Register

1. The Commission shall establish and maintain a Com-
munity Register of nutrition and health claims made on food,
hereinafter referred to as ‘the Register’.

2. The Register shall include the following:

(a) the nutrition claims and the conditions applying to them as
set out in the Annex;

(b) restrictions adopted in accordance with Article 4(5);

(c) the authorised health claims and the conditions applying to
them provided for in Articles 13(3) and (5), 14(1), 19(2),
21, 24(2) and 28(6) and the national measures referred to
in Article 23(3);

(d) a list of rejected health claims and the reasons for their
rejection.

Health claims authorised on the basis of proprietary data shall
be recorded in a separate Annex to the Register together with
the following information:

1) the date the Commission authorised the health claim and the
name of the original applicant that was granted authorisa-
tion;

2) the fact that the Commission authorised the health claim on
the basis of proprietary data;

3) the fact that the health claim is restricted for use unless a
subsequent applicant obtains authorisation for the claim
without reference to the proprietary data of the original
applicant.

3. The Register shall be made available to the public.

Article 21
Data protection

1.  The scientific data and other information in the applica-
tion required under Article 15(3) may not be used for the
benefit of a subsequent applicant for a period of five years from
the date of authorisation, unless the subsequent applicant has
agreed with the prior applicant that such data and information
may be used, where:

(a) the scientific data and other information has been desig-
nated as proprietary by the prior applicant at the time the
prior application was made; and

(b) the prior applicant had exclusive right of reference to the
proprietary data at the time the prior application was made;
and

() the health claim could not have been authorised without the
submission of the proprictary data by the prior applicant.
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2. Until the end of the five-year period specified in paragraph
1, no subsequent applicant shall have the right to refer to data
designated as proprietary by a prior applicant unless and until
the Commission takes a decision on whether a claim could be
or could have been included in the list provided for in
Article 14 or, where appropriate, Article 13 without the submis-
sion of data designated as proprietary by the prior applicant.

Article 22
National provisions

Without prejudice to the Treaty, in particular Articles 28 and 30
thereof, Member States may not restrict or forbid trade in or
advertising of foods which comply with this Regulation by the
application of non-harmonised national provisions governing
claims made on certain foods or on foods in general.

Article 23
Notification procedure

1. If a Member State considers it necessary to adopt new
legislation, it shall notify the Commission and the other
Member States of the envisaged measures and give the reasons
justifying them.

2. The Commission shall consult the Standing Committee on
the Food Chain and Animal Health instituted by Article 58(1) of
Regulation (EC) No 1782002 (hereinafter referred to as ‘the
Committee’) if it considers such consultation to be useful or if a
Member State so requests, and shall give an opinion on the
envisaged measures.

3.  The Member State concerned may take the envisaged
measures six months after the notification referred to in para-
graph 1, provided that the Commission’s opinion is not nega-
tive.

If the Commission’s opinion is negative, it shall determine, in
accordance with the procedure referred to in Article 25(2) and
before the expiry of the period referred to in the first sub-
paragraph of this paragraph, whether the envisaged measures
may be implemented. The Commission may require certain
amendments to be made to the envisaged measures.

Article 24
Safeguard measures

1.  Where a Member State has serious grounds for consid-
ering that a claim does not comply with this Regulation, or that
the scientific substantiation provided for in Article 6 is insuffi-
cient, that Member State may temporarily suspend the use of
that claim within its territory.

It shall inform the other Member States and the Commission
and give reasons for the suspension,
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2. In accordance with the procedure referred to in Article 25
(2), a decision shall be taken, where appropriate after obtaining
an opinion from the Authority. ;

The Commission may initiate this procedure on its own initia-
tive.

3. The Member State referred to in paragraph 1 may main-
tain the suspension until the decision referred to in paragraph 2
has been notified to it,

Article 25
Committee procedure
1.  The Commission shall be assisted by the Committee.

2. Where reference is made to this paragraph, Articles 5 and
7 of Decision 1999/468/EC shall apply, having regard to the
provisions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 1999/468/EC
shall be set at three months.

3. The Committee shall adopt its rules of procedure.

Article 26
Monitoring

To facilitate efficient monitoring of foods bearing nutrition or
health claims, Member States may require the manufacturer or
the person placing such foods on the market in their territory
to notify the competent authority of that placing on the market
by forwarding to it a model of the label used for the product.

Article 27
Evaluation

By 19 January 2013 at the latest, the Commission shall submit
to the European Parliament and to the Council a report on the
application of this Regulation, in particular on the evolution of
the market in foods in respect of which nutrition or health
claims are made and on the consumers’ understanding of
claims, together with a proposal for amendments if necessary.
The report shall also include an evaluation of the impact of this
Regulation on dietary choices and the potential impact on
obesity and non-communicable diseases.

Article 28
Transitional measures

1.  Foods placed on the market or labelled prior to the date
of application of this Regulation which do not comply with this
Regulation may be marketed until their expiry date, but not
later than 31 July 2009 With regard to the provisions in Article
4(1), foods may be marketed until twenty-four months
following adoption of the relevant nutrient profiles and their
conditions of use.
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2. Products bearing trade marks or brand names existing
before 1 January 2005 which do not comply with this Regu-
lation may continue to be marketed until 19 January 2022 after
which time the provisions of this Regulation shall apply.

3. Nutrition claims which have been used in a Member State
before 1 January 2006 in compliance with national provisions
applicable to them and which are not included in the Annex,
may continue to be used until 19 January 2010 under the
responsibility of food business operators and without prejudice
to the adoption of safeguard measures as referred to in
Article 24.

4. Nutrition claims in the form of pictorial, graphic or
symbolic representation, complying with the general principles
of this Regulation, which are not included in the Annex and are
used according to specific conditions and criteria elaborated by
national provisions or rules, shall be subject to the following:

{a) Member States shall communicate to the Commission, by
31 January 2008 at the latest, such nutrition claims and the
national provisions or rules applicable, accompanied by
scientific data in support of such provisions or rules;

(b) the Commission shall, in accordance with the procedure
referred to in Article 25(2), adopt a Decision concerning the
use of such claims.

Nutrition claims not authorised under this procedure may
continue to be used for twelve months following the adoption
of the Decision.

5. Health claims as referred to in Article 13(1)(a) may be
made from the date of entry into force of this Regulation until
the adoption of the list referred to in Article 13(3), under the
responsibility of food business operators provided that they
comply with this Regulation and with existing national provi-
sions applicable to them, and without prejudice to the adoption
of safeguard measures as referred to in Article 24.

6. Health claims other than those referred to in Articles 13
(1)@ and 14, which have been used in compliance with
national provisions before the date of entry into force of this
Regulation, shall be subject to the following:

{a) health claims which have been the subject of evaluation and
authorisation in a Member State shall be authorised as
follows:

(i) Member States shall communicate to the Commission,
by 31 January 2008 at the latest, such claims accompa-
nied by a report evaluating the scientific data in support
of the claim;

({ii) after consulting the Authority, the Commission shall, in
accordance with the procedure referred to in Article 25
(2), adopt a Decision concerning the health claims
authorised in this way.

Health claims not authorised under this procedure may
continue to be used for six months following the adoption
of the Decision;

(b) health claims which have not been the subject of evaluation
and authorisation in a Member State: such claims may
continue to be used provided an application is made
pursuant to this Regulation before 19 January 2008; health
claims not authorised under this procedure may continue to
be used for six months after a decision is taken pursuant to
Article 17(3).

Article 29
Entry into force

This Regulation shall enter into force on the twenticth day
following that of its publication in the Official Journal of the Euro-
pean Union.

It shall apply from 1 July 2007.

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

Done at Brussels, 20 December 2006.

For the European Parliament
The President
J. BORRELL FONTELLES

For the Council
The President
J. KORKEAQJA
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ANNEX

Nutrition claims and conditions applying to them

LOW ENERGY

A claim that a food is low in energy, and any claim likely to have the same meaning for the consumer, may only be made
where the product does not contain more than 40 keal (170 kJ){100 g for solids or more than 20 kcal (80 kJ)/100 ml for
liquids. For table-top sweeteners the limit of 4 keal (17 kJ)/portion, with equivalent sweetening properties to 6 g of
sucrose (approximately 1 teaspoon of sucrose), applies.

ENERGY-REDUCED

A claim that a food is energy-reduced, and any claim likely to have the same meaning for the consumer, may only be
made where the energy value is reduced by at least 30 %, with an indication of the characteristic(s) which make(s} the
food reduced in its total energy value.

ENERGY-FREE

A claim that a food is energy-free, and any claim likely to have the same meaning for the consumer, may only be made

where the product does not contain more than 4 keal (17 kJ)/100 ml For table-top sweeteners the limit of 0,4 keal (1,7
k])[portion, with equivalent sweetening properties to 6 g of sucrose (approximately 1 teaspoon of sucrose), applies.

LOW FAT

A claim that a food is low in fat, and any claim likely to have the same meaning for the consumer, may only be made
where the product contains no more than 3 g of fat per 100 g for solids or 1,5 g of fat per 100 ml for liquids (1,8 g of
fat per 100 ml for semi-skimmed milk).

FAT-FREE

A claim that a food is fat-free, and any claim likely to have the same meaning for the consumer, may only be made where
the product contains no more than 0,5 g of fat per 100 g or 100 ml. However, claims expressed as ‘X % fat-free’ shall be
prohibited.

LOW SATURATED FAT
A claim that a food is low in saturated fat, and any claim likely to have the same meaning for the consumer, may only be
made if the sum of saturated fatty acids and trans-fatty acids in the product does not exceed 1,5 g per 100 g for solids or

0,75 /100 ml for liquids and in either case the sum of saturated fatty acids and trans-fatty acids must not provide more
than 10 % of energy.

SATURATED FAT-FREE
A claim that a food does not contain saturated fat, and any claim likely to have the same meaning for the consumer, may

only be made where the sum of saturated fat and trans-fatty acids does not exceed 0,1 g of saturated fat per 100 g or
100 ml

LOW SUGARS

A claim that a food is low in sugars, and any claim likely to have the same meaning for the consumer, may only be made
where the product contains no more than 5 g of sugars per 100 g for solids or 2,5 g of sugars per 100 ml for liquids.

SUGARS-FREE

A claim that a food is sugars-free, and any claim likely to have the same meaning for the consumer, may only be made
where the product contains no more than 0,5 g of sugars per 100 g or 100 ml.

WITH NO ADDED SUGARS

A claim stating that sugars have not been added to a food, and any claim likely to have the same meaning for the
consumer, may only be made where the product does not contain any added mono- or disaccharides or any other food
used for its sweetening properties. If sugars are naturally present in the food, the following indication should also appear
on the label: 'CONTAINS NATURALLY OCCURRING SUGARS'.
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LOW SODIUM/SALT

A claim that a food is low in sodium/salt, and any claim likely to have the same meaning for the consumer, may only be
made where the product contains no more than 0,12 g of sodium, or the equivalent value for salt, per 100 g or per
100 ml. For waters, other than natural mineral waters falling within the scope of Directive 80/777[EEC, this value should
not exceed 2 mg of sodium per 100 ml.

VERY LOW SODIUM|/SALT

A claim that a food is very low in sodiumjsalt, and any claim likely to have the same meaning for the consumer, may
only be made where the product contains no more than 0,04 g of sodium, or the equivalent value for salt, per 100 g or
per 100 ml. This claim shall not be used for natural mineral waters and other waters.

SODIUM-FREE or SALT-FREE

A claim that a food is sodium-free or salt-free, and any claim likely to have the same meaning for the consumer, may only
be made where the product contains no more than 0,005 g of sodium, or the equivalent value for salt, per 100 g.

SOURCE OF FIBRE

A claim that a food is a source of fibre, and any claim likely to have the same meaning for the consumer, may only be
made where the product contains at least 3 g of fibre per 100 g or at least 1,5 g of fibre per 100 keal.

HIGH FIBRE

A claim that a food is high in fibre, and any claim likely to have the same meaning for the consumer, may only be made
where the product contains at least 6 g of fibre per 100 g or at least 3 g of fibre per 100 (keal.

SOURCE OF PROTEIN

A claim that a food is a source of protein, and any claim likely to have the same meaning for the consumer, may only be
made where at least 12 % of the energy value of the food is provided by protein.

HIGH PROTEIN

A claim that a food is high in protein, and any claim likely to have the same meaning for the consumer, may only be
made where at least 20 % of the energy value of the food is provided by protein.

SOURCE OF [NAME OF VITAMIN/S] ANDJOR [NAME OF MINERAL/S]

A claim that a food is a source of vitamins andjor minerals, and any claim likely to have the same meaning for the
consumer, may only be made where the product contains at least a significant amount as defined in the Annex to Direc-
tive 90[496/EEC or an amount provided for by derogations granted according to Article 6 of Regulation (EC) No
1925/2006 of the European Parliament and of the Council of 20 December 2006 on the addition of vitamins and
minerals and of certain other substances to [oods (').

HIGH [NAME OF VITAMIN/S] ANDJOR [NAME OF MINERAL(S]

A claim that a food is high in vitamins and/or minerals, and any claim likely to have the same meaning for the consumer,
may only be made where the product contains at least twice the value of ‘source of [NAME OF VITAMIN/S] and/or
[NAME OF MINERALJS]".

CONTAINS [NAME OF THE NUTRIENT OR OTHER SUBSTANCE]

A claim that a food contains a nutrient or another substance, for which specific conditions are not laid down in this Regu-
lation, or any claim likely to have the same meaning for the consumer, may only be made where the product complies
with all the applicable provisions of this Regulation, and in particular Article 5. For vitamins and minerals the conditions
of the claim ‘source of shall apply.

(') OJL404,30.12.2006, p. 26.
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INCREASED [NAME OF THE NUTRIENT]

A claim stating that the content in one or more nutrients, other than vitamins and minerals, has been increased, and any
claim likely to have the same meaning for the consumer, may only be made where the product meets the conditions for
the claim ‘source of and the increase in content is at least 30 % compared to a similar product.

REDUCED [NAME OF THE NUTRIENT]

A claim stating that the content in one or more nutrients has been reduced, and any claim likely to have the same
meaning for the consumer, may only be made where the reduction in content is at least 30 % compared to a similar
product, except for micronutrients, where a 10 % difference in the reference values as set in Directive 90/496/EEC shall
be acceptable, and for sodium, or the equivalent value for salt, where a 25 % difference shall be acceptable.

LIGHT/LITE

A claim stating that a product is ‘light’ or ‘lite’, and any claim likely to have the same meaning for the consumer, shall
follow the same conditions as those set for the term ‘reduced'; the claim shall also be accompanied by an indication of the
characteristic(s) which make(s) the food ‘light’ or ‘lite’.

NATURALLY/NATURAL

Where a food naturally meets the condition(s) laid down in this Annex for the use of a nutritional claim, the term ‘natu-
rally/natural’ may be used as a prefix to the claim.
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