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Symbols for procedures

* Consultation procedure
majority of the votes cast

**I Cooperation procedure (first reading)
majority of the votes cast

**II Cooperation procedure (second reading)
majority of the votes cast, to approve the common  position
majority of Parliament’s component Members, to reject or amend 
the common position

*** Assent procedure
majority of Parliament’s component Members except  in cases 
covered by Articles 105, 107, 161 and 300 of the EC Treaty and 
Article 7 of the EU Treaty

***I Codecision procedure (first reading)
majority of the votes cast

***II Codecision procedure (second reading)
majority of the votes cast, to approve the common position
majority of Parliament’s component Members, to reject or amend 
the common position

***III Codecision procedure (third reading)
majority of the votes cast, to approve the joint text

(The type of procedure depends on the legal basis proposed by the 
Commission)

Amendments to a legislative text

In amendments by Parliament, amended text is highlighted in bold italics. 
Highlighting in normal italics is an indication for the relevant departments 
showing parts of the legislative text for which a correction is proposed, to 
assist preparation of the final text (for instance, obvious errors or omissions 
in a given language version). These suggested corrections are subject to the 
agreement of the departments concerned.
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the proposal for a regulation of the European Parliament and of the Council on the 
addition of vitamins and minerals and of certain other substances to foods
(COM(2003)0671 – C6-0538/2003 – 2003/0262(COD))

(Codecision procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to the European Parliament and the Council 
(COM(2003)0671)1,

– having regard to Article 251(2) and Article 95 of the EC Treaty, pursuant to which the 
Commission submitted the proposal to Parliament (C5-0538/2003),

– having regard to Rule 51 of its Rules of Procedure,

– having regard to the report of the Committee on the Environment, Public Health and Food 
Safety and the opinion of the Committee on the Internal Market and Consumer Protection 
(A6-0000/2005),

1. Approves the Commission proposal as amended;

2. Calls on the Commission to refer the matter to Parliament again if it intends to amend the 
proposal substantially or replace it with another text;

3. Instructs its President to forward its position to the Council and Commission.

Text proposed by the Commission Amendments by Parliament

Amendment 1
Citation 1

Having regard to the Treaty establishing 
the European Community, and in particular 
Article 95 thereof,

Having regard to the Treaty establishing 
the European Community, and in particular 
Article 95 and Article 153 thereof,

Justification

The proposal should also be based on the requirement to improve consumer protection. 
Article 1(1) the proposal sets out the specific objective of providing a high level of consumer 
protection.

  
1 OJ C ... / Not yet published in OJ.
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Amendment 2
Recital 8

(8) An adequate and varied diet can, under 
normal circumstances, provide all 
necessary nutrients for normal 
development and maintenance of a healthy 
life in quantities as those established and 
recommended by generally acceptable 
scientific data. However, surveys show that 
this ideal situation is not being achieved for 
all vitamins and minerals and by all groups 
of the population across the Community. 
Foods to which vitamins and minerals 
have been added appear to contribute a 
non-negligible amount of these nutrients 
and as such may be considered to make a 
positive contribution to overall intakes.

(8) An adequate and varied diet provides, 
under normal circumstances, all necessary 
nutrients for normal development and 
maintenance of a healthy life in quantities 
as those established and recommended by 
generally acceptable scientific data. 
However, surveys show that this ideal 
situation is sometimes not being achieved 
for all vitamins and minerals and by all 
groups of the population across the 
Community. Voluntary and targeted 
addition of vitamins and minerals to 
foodstuffs suitable for the population 
groups concerned may remedy the 
situation in such cases.

Justification

Nutrition experts do not agree on whether foods to which vitamins and minerals are 
arbitrarily and voluntarily added make a positive contribution to the population’s intake of 
nutrients.  The general statement that fortified foods make a positive contribution to overall 
food intakes therefore gives rise to confusion about the purpose of the proposal and should be 
deleted. Instead of this, it should be clearly stated that fortified foodstuffs make a positive 
contribution only where there is a minimum intake requirement for specific vitamins and 
minerals and where the fortified products are suitable for the critical population groups 
concerned.

Amendment 3
Recital 10

(10) Some nutrient deficiencies, although 
not very frequent, can be demonstrated to 
exist today in the Community. Changes in 
the socio-economic situation prevailing in 
the Community and the life styles of 
different groups of the population have 
led to different nutritional requirements 
and to changing dietary habits. This in 
turn has led to changes in the energy and 
nutrient requirements of various groups 
of the population and to intakes of certain 
vitamins and minerals for these groups 
that would be below those recommended 
in different Member States. In addition, 

Deleted
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progress in scientific knowledge indicates 
that intakes of some nutrients for 
maintaining optimal health and well 
being could be higher than those 
currently recommended. Taking into 
account the above it is considered that in 
Community rules the definition on 
fortification should include but also be 
extended beyond what is provided in the 
relevant Codex Alimentarius General 
Principles.

Justification

The Commission states that some nutrient deficiencies are very rarely recorded without, 
however, giving details of these observations.  Nevertheless, such nutrient deficiencies are 
used by the Commission to propose and justify opportunities for voluntarily adding vitamins 
and minerals to all foods.  The Community should aim for a market situation in which 
producers add vitamins and minerals to foods on nutritional or health grounds and not for 
marketing reasons.

Furthermore, fortified foodstuffs containing certain nutrients for a specific, closely defined 
population group (with a deficiency or with a higher requirement, for instance pregnant 
women) can already be marketed as foodstuffs for particular nutritional requirements or as 
foodstuffs for medicinal purposes under existing Community rules.

Amendment 4
Recital 14

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 
manufacturers and may be perceived by 
consumers as products having a nutritional, 
physiological or other health advantage
over similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable. 
To counter this potential undesirable effect, 
it is considered appropriate to impose 
some restrictions to the products to which 
vitamins and minerals can be added, in 
addition to those that would result 
naturally from technological 
considerations or become necessary for 
safety reasons when maximum limits of 
vitamins and minerals in such products 
are set. The content in the product of 

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 
manufacturers and may be perceived by 
consumers as products having a nutritional 
advantage, or physiological or other health 
advantages over similar or other products 
without such nutrients added. This may 
induce consumer choices that may be 
otherwise undesirable, because the 
fortified products are too high in calories, 
too fat or too sweet. To counter this 
potential undesirable effect, the products to 
which vitamins and minerals are 
voluntarily added must be subject to 
restrictions. The content in the product of 
certain substances, like alcohol, or the 
nutrient profile are, in this context, 
appropriate criteria for not allowing 
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certain substances, like alcohol, would, in 
this context, be an appropriate criterion
for not allowing vitamins and minerals to 
be added to it. In order to avoid any 
confusion for the consumer as to the 
natural nutritional value of fresh foods, 
vitamins and minerals should also not be 
allowed to be added to them.

vitamins and minerals to be added to it. 
The establishment of a nutrient profile 
must take into account the content of 
different nutrients and substances with a 
nutritional or physiological effect, in 
particular those such as fat, saturated fat, 
trans-fatty acids, salt/sodium and sugars 
whose excessive intakes in the overall diet 
are not recommended and those such as 
poly- and monounsaturated fats, available 
carbohydrates other than sugars, 
vitamins, minerals, protein and fibre. The 
nutrient profile should also include 
calorie content. When setting the 
nutritional profiles, the different 
categories of foods and the place and role 
of these foods in the overall diet should be 
taken into account. Exemptions to respect 
established nutrient profiles may be 
necessary for certain foods or categories 
of foods depending on their role and 
importance in the diet of the population.
In order to avoid any confusion for the 
consumer as to the natural nutritional value 
of fresh foods, vitamins and minerals must
not be allowed to be added to them.

Justification

The additional text comes largely from Recitals 6 and 7 in the Commission proposal on 
nutrient and health claims made on foods (COM(2003)424) and seeks to create a sensible 
parallelism between the two regulations. In addition, vitamins and minerals should not be 
allowed to be added to products which have a high content of substances such as saturated 
fat, trans-fatty acids, sugar and salt, the intake of which should be restricted as part of a 
healthy and preventive diet. Since not all indications (for example trade names or the simple 
indication 'Vitamin C') constitute a nutritional or health claim under the Commission 
proposal COM(2003) 424, it seems reasonable for the restrictions on nutritional and health-
related advertising be taken over in this proposal on the voluntary addition of vitamins and 
minerals in order to maintain a uniform level of consumer protection.

Amendment 5
Recital 20 a (new)

(20a) The recommended daily allowances 
(RDA) in Directive 90/496/EEC do not 
cover all the vitamins and minerals listed 
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in Annex I and II and are also out of date.

Amendment 6
Article 2, paragraph 4 a (new)

(4a) "Certain other substances" means 
biologically active substances obtained 
either by extraction or synthesis which 
have a proven nutritional or physiological 
effect and can be used as ingredients of 
fortified foods and which are not 
regulated by Regulation (EEC) No 258/97 
of the European Parliament and of the 
Council on novel foods and novel food 
ingredients.

Justification

The vitamins and minerals which may be used for fortification are listed and defined in 
Annexes I and II. It is therefore essential that the Regulation should at least contain a 
definition of 'certain other substances'.

Amendment 7
Article 2, paragraph 4 b (new)

(4b) "Recommended daily intake" means 
an amount to be fixed by the food 
business operator, as defined in 
Regulation (EC) No 178/2002, taking into 
account the maximum amounts set in 
Article 7(1) and the recommended daily 
allowances (RDA) for nutrients laid down 
in Directive 90/496/EEC.

Justification

In order to avoid misuse of vitamins and minerals or other substances, and to give consumers 
proper scientifically-based guidance it is first of all essential to specify the recommended 
daily intake or recommended daily allowance of  specific nutrients or other substances.

Article 5 of Directive 2002/46 on food supplements already requires maximum levels of food 
supplements to be set on the basis of the daily portion of consumption as recommended by the 
manufacturer. These are to be based on upper safe levels, as laid down in Article 5(1)(a) of 
Directive 2002/46, and should have been set under the procedure laid down in Article 13(2) 
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of the directive, but this has still not been done. The food supplements directive was to have 
been implemented by 31 July 2003. The Commission is therefore late in establishing upper 
safe levels, maximum amounts and minimum amounts of vitamins and minerals for  the 
purposes of the food supplements directive. Any further delay in effective implementation of 
the provisions of the food supplements legislation and the rules for fortifying foodstuffs with 
vitamins and minerals would be unacceptable from the point of view of consumer protection 
and public health.

Upper safe levels should also be established for other substances in the interests of public 
health and legal certainty.

Amendment 8
Article 7 a (new)

Article 7a
Recommended daily allowances and 

upper safe levels
Recommended daily allowances and 
upper safe levels shall be established for 
the other substances listed in Annex III B 
and C. Article 7 of this Regulation shall 
apply by analogy.

Amendment 9
Article 3, paragraph 2, introductory part

2. Vitamins and minerals may be added to 
foods only for the purpose of:

2. Vitamins and minerals in a form that is 
bio-available to the human body may be 
added to foods only for the purpose of:

Justification

It must be possible for all vitamins and minerals added to foods to be absorbed by the body 
otherwise consumers are being misled and in extreme cases there may be negative side-effects 
on health (such as diarrhoea or reduced absorption of other nutrients).

Amendment 10
Article 4, introductory part

By way of derogation from Article 3 
paragraph 1 and until (seven years from the 

By way of derogation from Article 3 
paragraph 1 and until (three years from the 
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entry into force of this Regulation), 
Member States may allow in their territory 
the use of vitamins and minerals not listed 
in Annex I, or in forms not listed in Annex 
II, provided that:

entry into force of this Regulation), 
Member States may allow in their territory 
the use of vitamins and minerals not listed 
in Annex I, or in forms not listed in Annex 
II, provided that:

Justification

Seven years is too long a period for transitional provisions.

Amendment 11
Article 4, point (b), subparagraph 1

b) the European Food Safety Authority has 
not given an unfavourable opinion in 
respect of the use of that substance, or its 
use in that form, in the manufacture of 
food, on the basis of a dossier supporting 
use of the substance in question to be 
submitted to the Commission by the 
Member State not later than (three years
from the entry into force of this 
Regulation). 

b) the European Food Safety Authority has 
not given an unfavourable opinion in 
respect of the use of that substance, or its 
use in that form, in the manufacture of 
food, on the basis of a dossier supporting 
use of the substance in question to be 
submitted to the Commission by the 
Member State not later than (18 months
from the entry into force of this 
Regulation).

Amendment 12
Article 5, point (b), subparagraph 2

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific 
evidence.

Within 18 months of the entry into force 
of this Regulation, the Commission shall 
establish, in accordance with the 
procedure referred to in Article 16(2), the 
specific nutrient profiles required of 
foodstuffs or certain categories of 
foodstuffs for vitamins and minerals to be 
added to them.
These nutrient profiles shall be 
established for foodstuffs and certain 
categories of foodstuffs and shall take 
account, in particular of:
a) the amount of different nutrients and 
other substances in the foodstuff 
concerned, for example, fat, saturated fat, 
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trans-fatty acids, sugar and salt/sodium; 
b) the role and importance of the 
foodstuff (or category of foodstuffs) in the 
diet of the population in general or 
certain risk groups, including children;
c) the overall nutritional composition of 
the foodstuff and the availability of 
nutrients whose effect on health is 
scientifically recognised;
The nutrient profiles shall be based on 
scientific knowledge of diet and its 
importance for health.
In establishing the nutrient profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations 
with interested parties, in particular food 
business operators and consumer groups.
Exemptions and updates to take account 
of relevant scientific developments shall 
be adopted in accordance with the 
procedure referred to in Article 16(2).

Justification

Foodstuffs with added vitamins and minerals are presented by food operators as products 
whose consumption would provide a benefit and as such to be ‘good’ or ‘better’ products. 
This might encourage many consumers to increase their intake of these foods to higher levels 
than at present. It is therefore important that vitamins and minerals should be added only to 
foods that respect certain nutrient profiles to avoid any negative effects. Diet-related chronic 
illnesses are on the increase among the European population. Such illnesses include 
cardiovascular problems, diabetes, obesity, dental caries, etc. A diet that is rich in calories, 
fat, salt and sugar and low in fibre encourages the development of these illnesses. 
Consequently, products which, in relation to the product group concerned, are particular 
high in calories, fat, sugar and/or salt and/or low in fibre and/or have an bad fat profile do 
not become more better because vitamins and minerals have voluntarily been added to them. 
Fortified products should not conflict with current dietary recommendations and national 
nutrition policies.

Amendment 13
Article 6, paragraph 1

1. The purity criteria for substances listed 
in Annex II shall be adopted in accordance 
with the procedure referred to in Article 

1. The purity criteria for substances listed 
in Annex II shall be adopted no later than 
... * in accordance with the procedure 
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16(2), except where they apply pursuant to 
paragraph 2.

referred to in Article 16(2), except where 
they apply pursuant to paragraph 2.

* Date of entry into force of this 
Regulation

Justification

In the interests of legal certainty and effective consumer protection, the purity criteria should 
be established before the Regulation enters into force.

Amendment 14
Article 7, paragraph 1, subparagraph 1 

1. When a vitamin or a mineral is added to 
foods for the purposes specified in Article 
3(2), the total amount of the vitamin or 
mineral present, for whatever purpose, in 
the food as sold shall not exceed amounts 
that shall be set. For concentrated and 
dehydrated products the maximum 
amounts that shall be set shall be those 
present in the foods when prepared for 
consumption according to the 
manufacturers instructions.

1. When a vitamin or a mineral is added to 
foods for the purposes specified in Article 
3(2), the total amount of the vitamin or 
mineral present, for whatever purpose, in 
the food as sold shall not exceed amounts 
that shall be set no later than ... *. For 
concentrated and dehydrated products the 
maximum amounts that shall be set shall be 
those present in the foods when prepared 
for consumption according to the 
manufacturers instructions.

* Date of entry into force of this 
Regulation

Justification

In the interests of legal certainty and effective consumer protection, the maximum and 
minimum amounts should be established before the Regulation enters into force.

Amendment 15
Article 7, paragraph 2, point (b)

b) intakes of vitamins and minerals from 
other dietary sources

b) intakes of vitamins and minerals from 
other dietary sources, including food 
supplements

Justification

Food supplements are becoming increasingly fashionable and are taken regularly or 
repeatedly by many consumers. Many food supplements contain substantial amounts of 
vitamins and minerals and it is important to emphasise that the intake of vitamins and 
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minerals through food supplements must also be borne in mind.

Amendment 16
Article 7, paragraph 2, point (b a) (new)

(ba) the contribution of individual 
products to the overall diet of the 
population in general or of sub-groups of 
the population;

Amendment 17
Article 7, paragraph 2, point (b b) (new)

(bb) the nutrient profile referred to in 
Article 5.

Amendment 18
Article 7, paragraph 4

4. When the maximum levels referred to 
in paragraph 1 are set for vitamins and 
minerals whose reference intakes for the 
population are close to the upper safe 
levels, the following will also be taken into 
account, as necessary:

4. The Commission shall establish the 
maximum levels referred to in paragraph 
1 and the recommended daily allowances 
for vitamins and minerals on the basis of 
an assessment by the Authority. The 
relevant values shall be published.

a) the requirements for addition of certain 
vitamins or minerals to foods for the 
purpose of restoration and/or for the 
purpose of nutritional equivalence of 
substitute foods;

b) the contribution of individual products 
to the overall diet of the population in 
general or of sub-groups of the 
population.

c) the nutrient profile of the product 
established as foreseen by Regulation 
(EC) No ../2003 on nutrition and health 
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claims made on foods.

Justification

Safe upper levels should be established to prevent the misuse of vitamins and minerals.

Amendment 19
Article 8, paragraph 1

1. The labelling, presentation and 
advertising of foods to which vitamins and 
minerals have been added shall not include 
any mention stating or implying that a 
balanced and varied diet cannot provide 
appropriate quantities of nutrients. Where 
appropriate a derogation concerning a 
specific nutrient may be adopted in 
accordance with the procedure referred to 
in Article 16(2).

1. The labelling, presentation and 
advertising of foods to which vitamins and 
minerals have been added shall not include 
any mention stating or implying that a 
balanced and varied diet cannot provide 
appropriate quantities of nutrients.

Justification

There is no justification for this derogation. Such foodstuffs are not voluntarily fortified 
products but dietetic products or products whose fortification is mandatory, for example 
iodised cooking salt in Austria and Germany.

Amendment 20
Article 8, paragraph 4

4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be 
provided shall consist of that specified in 
Article 4, paragraph 1, Group 2 of that 
Directive and of the total amounts present 
of the vitamins and minerals added to the 
food.

4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be 
provided shall consist of that specified in 
Article 4, paragraph 1, Group 2 of that 
Directive and of the total amounts present 
of the vitamins and minerals added to the 
food. In addition the following 
information must be provided:
(a) information on vitamins and minerals 
should be given per serving size (amount 
per serving) in absolute numbers and as a 
percentage of the recommended daily 
allowance (RDA); in addition, 
information should be expressed per 100g 
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or per 100ml;
(b) the manufacturer's recommended 
daily intake of the product - where 
appropriate and in a way in which the 
serving size can easily be derived.
(c) a warning not to exceed the stated 
recommended daily allowance;

Justification

This amendment will make sure that consumers only receive relevant information to protect 
themselves from overdosing on vitamins and minerals. The proposal on recommended daily 
intake and the warning statement is also in line with Directive 2002/46/EC on food 
supplements.

Amendment 21
Article 9 a (new)

Article 9a
Within 18 months of the entry into force 
of this Regulation, the Member States 
shall notify the Commission of the 
substances or ingredients which are used 
in their territory to enrich foodstuffs and 
the substances other than vitamins or 
minerals that these may contain. The 
Commission shall forward this 
information to the Authority and shall 
publish the reports received.

Justification

It is important that adequate information should be available on the addition of certain other 
substances.
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Amendment 22
Article 10 a (new)

Article 10a
Restricted and prohibited substances or 
substances under Community scrutiny

1. If a Member State considers that the 
addition of a substance other than 
vitamins or minerals or an ingredient 
containing a substance other than 
vitamins or minerals may lead to the 
intake of amounts of that substance
exceeding average intake levels derived 
from official statistics on nutritional 
status, it must notify the Commission 
without delay.
2. The Commission shall take a decision, 
in each case following a mandatory 
evaluation of the available information by 
the Authority, in accordance with the 
procedure referred to in Article 16(2) and 
shall include the substance in Annex III.
If a substance or ingredient proves to be 
harmful to health, it shall 
(a) either be placed in Annex III, Part A 
and its addition to foods or its use in the 
manufacture of foods shall be prohibited;
(b) or be placed in Annex III, Part B and 
its addition to foods or its use in the 
manufacture of foods shall only be 
allowed under the conditions and subject 
to the maximum levels specified therein.
Where, following in each case an 
evaluation of available information by the 
Authority, the possibility of harmful 
effects on health resulting from such use 
is identified but scientific uncertainty 
persists, the substance shall be placed in 
Annex III, Part C, in accordance with the 
procedure referred to in Article 16(2).
3. Community provisions applicable to 
specified foods may provide for 
restrictions or prohibitions on the use of 
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certain substances in addition to those 
laid down in this Regulation. Where there 
are no Community provisions, Member 
States may make provision for such 
prohibitions or restrictions, in accordance 
with the procedure referred to in Article 
14.
4. Food business operators, or any other 
interested parties, may at any time submit 
for evaluation to the Authority a file 
containing the scientific data 
demonstrating the safety of a substance 
listed in Annex III, Part C under the 
conditions of its use in a food or in a 
category of foods and explaining the 
purpose of that use.
5. Within four years from the date on 
which a substance has been listed in 
Annex III, Part C, a decision shall be 
taken, in accordance with the procedure 
referred to in Article 16(2) and taking into 
account the opinion of the Authority on 
any files submitted for evaluation as 
mentioned in paragraph 4, to generally 
allow the use of a substance listed in 
Annex III, Part C or to list it in Annex 
III, Part A or B, as appropriate.

Justification

This amendment clarifies what constitutes an excessive amount by saying that account should 
be taken of official statistics on nutritional status (food profile, food intake data, etc.). In the 
medium-term Europe-wide nutritional data should be available as a reference. 

A uniform and transparent procedure should also be established for the other substances that 
will have to be evaluated. 

Amendment 23
Article 10

Article 10 Deleted
Restricted and prohibited substances

1. Where a substance, or an ingredient 
containing a substance other than 
vitamins or minerals, is added to foods or 
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used in the manufacture of foods at 
conditions that would result in the 
ingestion of amounts of this substance 
greatly exceeding those reasonably 
expected to be ingested under normal 
conditions of consumption of a balanced 
and varied diet, and where, following in 
each case an assessment of available 
information by the Authority, a harmful 
effect on health resulting from such use 
has been identified, the substance and/or 
the ingredient containing the substance, 
where necessary, shall, in accordance 
with the procedure referred to in Article 
16(2):
a) either be placed in Annex III, Part A 
and its addition to foods or its use in the 
manufacture of foods shall be prohibited;
b) or be placed in Annex III, Part B and 
its addition to foods or its use in the 
manufacture of foods shall only be 
allowed under the conditions specified 
therein.
2. Community provisions applicable to 
specified foods may provide for 
restrictions or prohibitions on the use of 
certain substances in addition to those 
laid down in this Regulation. Where there 
are no Community provisions, Member 
States may make provision for such 
prohibitions or restrictions, in accordance 
with the procedure laid down in Article 
14.

Justification

See amendment  introducing new Article 10a.

Amendment 24
Article 11

Article 11 deleted
Substances under Community scrutiny

1. Where a substance, or an ingredient 
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containing a substance other than 
vitamins or minerals, is added to foods or 
used in the manufacture of foods at 
conditions that would result in the 
ingestion of amounts of this substance 
greatly exceeding those reasonably 
expected to be ingested under normal 
conditions of consumption of a balanced 
and varied diet, and where, following in 
each case an assessment of available 
information by the Authority, the 
possibility of harmful effects on health 
resulting from such use is identified but 
scientific uncertainty persists, the 
substance shall be placed in Annex III, 
Part C, in accordance with the procedure 
referred to in Article 16(2). 
2. Food business operators, or any other 
interested parties, may at any time submit 
for evaluation to the Authority, a file 
containing the scientific data 
demonstrating the safety of a substance 
listed in Annex III, Part C under the 
conditions of its use in a food or in a 
category of foods and explaining the 
purpose of that use. 
3. Within four years from the date a 
substance has been listed in Annex III, 
Part C, a decision shall be taken, in 
accordance with the procedure referred to 
in Article 16(2) and taking into account 
the opinion of the Authority on any files 
submitted for evaluation as mentioned in 
paragraph 2, to generally allow the use of 
a substance listed in Annex III, Part C or 
to list it in Annex III, Part A or B, as 
appropriate.

Justification

See amendment  introducing new Article 10a.
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Amendment 25
Article 11 a (new)

Article 11a
Labelling, presentation and advertising

The labelling, presentation and 
advertising of foods to which certain other 
substances have been added shall not 
include any mention stating or implying 
that a balanced and preventive diet of 
conventional foods is unnecessary.
2. The labelling, presentation and 
advertising of foods to which certain other 
substances have been added shall not 
mislead or deceive the consumer as to the 
nutritional merit of the food that may 
result from the addition of these nutrients.
3. The labelling of products to which 
certain other substances have been added 
may bear a statement indicating such 
addition under the conditions laid down 
in Regulation (EC) No …/2003 on 
nutrition and health claims made on 
foods. 
4. Nutrition labelling of products to which 
certain other substances have been added 
and covered by this Regulation shall be 
compulsory. The information to be 
provided shall consist of that specified in 
Article 4, paragraph 1, Group 2 of that 
Directive and of the total amounts present 
of the substances added to the food. In 
addition the following information must 
be provided:
(a)  information on certain other 
substances should be given per serving 
size (amount per serving) in absolute 
numbers and as a percentage of the 
recommended daily allowance (RDA); in 
addition, information should be expressed 
per 100g or per 100ml;
(b) the manufacturer's recommended 
daily intake of the product - where 
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appropriate and in a way in which the 
serving size can be easily derived.
(c) a warning not to exceed the stated 
recommended daily allowance;
5. This Article shall apply without 
prejudice to Directive 2000/13/EC, 
Regulation (EC) No ../2003 on nutrition 
and health claims made on foods, and 
other provisions of food law applicable to 
specified categories of foods.
6. Rules for implementing this Article may 
be specified in accordance with the 
procedure referred to in Article 16(2).

Justification

It must be absolutely clear to consumers what substances have been added to foods and how 
the amounts added relate to the recommended intake per 100g/ml or the recommended daily 
allowance. Where a recommended daily intake has been established, it should therefore be 
indicated.

Amendment 26
Article 11 b (new)

Article 11b
Recommended daily allowances and 
upper safe levels
Recommended daily allowances and 
upper safe levels shall be set for the 
certain other substances listed in Annex 
III B and C. Article 7 of this Regulation 
shall be applied by analogy.

Justification

Upper safe levels should also be set for certain other substances in the same way as for 
vitamins and minerals.
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Amendment 27
Article 12 a (new)

Article 12a
Recommended daily allowances
The Commission shall establish without 
delay - no later than the entry into force 
of this Regulation - recommended daily 
allowances for all the vitamins and 
minerals listed in Annex I, taking into 
account the latest scientific knowledge 
and international recommendations.

Amendment 28
Article 13

Without prejudice to the Treaty, in 
particular Articles 28 and 30 thereof, 
Member States may not restrict or forbid 
trade in foods which comply with this 
Regulation and Community acts adopted 
for its implementation by the application 
of non-harmonised national provisions 
governing the addition of vitamins and 
minerals to foods.

This Regulation shall not affect the right 
of Member States to keep or introduce, in 
accordance with the Treaty, in particular 
Articles 28 and 30 thereof, more stringent 
rules concerning addition of vitamins, 
minerals and certain other substances 
which they deem necessary in order to 
protect public health and which do not 
conflict with this Regulation.
Within six months of the entry into force 
of this Regulation, the Member States 
shall notify the Commission of relevant 
existing national provisions.
More stringent provisions regarding 
substances not listed in Annex III, may be 
maintained until the substances have been 
assessed by the Authority in accordance 
with Article 10a of this Regulation.

Justification

Legal clarification of Member States' scope for maintaining or  implementing national 
provisions.
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Amendment 29
Article 14, paragraph 3

3. The Commission shall consult the 
Standing Committee on the Food Chain 
and Animal Health instituted by Article 58 
(1) of Regulation (EC) No 178/2002, 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 Commission shall consult the 
Standing Committee on the Food Chain 
and Animal Health instituted by Article 58 
(1) of Regulation (EC) No 178/2002 and 
shall give an opinion on the envisaged 
measures.

Justification

The Standing Committee on the Food Chain and Animal Health should also be consulted.

Amendment 30
Article 17

To facilitate efficient monitoring of foods 
to which vitamins and minerals have been 
added, and of foods containing substances 
listed in Annex III, Part B and Part C, 
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 it a 
model of the label used for the product.

To facilitate efficient monitoring of foods 
to which vitamins and minerals have been 
added, and of foods containing substances 
listed in Annex III, Part B and Part C, 
Member States shall 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 it a 
model of the label used for the product.

Member States shall forward this
information to the Commission and the 
Authority.
The Commission shall make this 
information available to interested parties.

Justification

Mandatory monitoring means that all manufacturers are treated equally and at the same time 
enhances consumer protection. Publication ensures transparency as to what is on the market 
and facilitates monitoring.
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EXPLANATORY STATEMENT

At international level the 1987 Codex Alimentarius established the general principle that the 
addition of nutrients to foods should be allowed for the purpose of preventing or correcting a 
demonstrated deficiency of one or more nutrients in the population or specific sub-groups of 
the population.

Today there are wide differences between national regulations on the voluntary addition of 
vitamins, minerals and certain other substances to food.

Some countries have rules making the addition of nutrients compulsory, whereas others have 
no rules whatsoever.

There are countries that impose severe restrictions on the voluntary addition of vitamins and 
minerals and certain other substances whereas in other countries the fortification rules are 
framed in very broad terms.

These significant differences in national provisions obviously create barriers to trade in 
fortified products on the internal market.

It is therefore sensible to work towards harmonisation of Community provisions for the 
addition of vitamins and minerals and certain other substances, provided that harmonisation 
brings about a high level of consumer protection. In this context, it is important to ensure that 
the relevant products do not present any risk to public health and that the nutritional principle 
that a balanced and varied diet provides the necessary and adequate amount of nutrients is not 
undermined.

The proposal will undoubtedly make it easier to trade fortified foodstuffs on the internal 
market; however, it fails to take sufficient account of public health considerations and the 
need for a high level of consumer protection.

1. Legal basis

In order to emphasise the consumer protection aspect to greater degree, the legal basis for the 
Regulation should be supplemented by a reference to Article 153 of the Treaty, particularly as  
Article 1(1) of the Commission proposal refers specifically to the objective of a high level of 
consumer protection.

2. Nutrient profile

Fortified foodstuffs are marketed by food business operators as products that are beneficial 
and therefore 'good' or 'better' for the consumer. This means that many consumers might 
increase their intake of these foods to quantities that exceed current intake levels. It is 
therefore important that vitamins and minerals should only be added to foodstuffs which meet 
a particular nutritional profile, so as to avoid negative effects.

Diet-related chronic illnesses are on the increase among Europe's population. Such illnesses 
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include cardiovascular diseases, diabetes, obesity, dental caries and so on. A diet that is high 
in calories, fat, salt and sugar and low in fibre encourages the development of these illnesses. 
Consequently, products which are particular high in calories, fat, sugar and/or salt and/or low 
in fibre and/or have a bad fat profile, in relation to the product group concerned, do not 
become healthier simply because vitamins and minerals have voluntarily been added to them.

Fortified products should not conflict with current dietary recommendations and national 
nutrition policies.

3. Annex III

Vitamins and minerals in foods are scientifically assessed and closely investigated. 
Consequently, the Commission could also draw up positive lists in Annex I and Annex II of 
the Regulation.

Although there is no point in a positive list of 'certain other substances', the Regulation should 
nonetheless define what 'certain other substances' means.

Moreover, as in the case of vitamins and minerals, maximum or minimum levels should also 
be set for these other substances. The labelling provisions should also apply to these other 
substances in the same way as to vitamins and minerals.

The provisions concerning the procedure for evaluating substances have been redrafted in a 
clearer and more consistent way in the new Article 10a.


