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COMMUNICATION FROM THE COMMISSION
TO THE EUROPEAN PARLIAMENT

pursuant to the second subparagraph of Article 251 (2) of the EC Treaty

concerning the

Common Position of the Council on the adoption of a Regulation of the European
Parliament and of the Council concerning the traceability and labelling of genetically

modified organisms and the traceability of food and feed products produced from
genetically modified organisms and amending Directive 2001/18/EC

1. PROCEDURE

Transmission of the Proposal to the Council and the European Parliament
(COM(2001)182 final - 2001/0180(COD)) in accordance with Article 95(1) of the
Treaty - 20 August 2001

Opinion of the Committee of the Regions - 16 May 2002

Opinion of the European Economic and Social Committee- 21 March 2002

Opinion of the European Parliament – first reading - 3 July 2002

Amended Commission Proposal - 13 September 2002

Following the opinion of the European Parliament and pursuant to Article 250(2) of
the EC Treaty, the Council adopted its Common Position by qualified majority on
17/3/2003.

2. OBJECTIVE OF THE COMMISSION PROPOSAL

The Proposal lays down the following requirements to ensure a harmonised
Community framework for traceability and labelling of genetically modified
organisms (GMOs) and traceability of food and feed produced from GMOs at all
stages of their placing on the market:

– Operators shall have in place systems and procedures to identify to whom and
from whom products are made available.

– Operators shall transmit specified information concerning the identity of a
product in terms of the individual GMOs (unique codes) it contains or whether
it is produced from GMOs.

– Operators shall retain specified information for a period of 5 years and make it
available to competent authorities on demand.
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The objective of this framework is to facilitate accurate labelling, environmental
monitoring and withdrawals of products.

3. COMMISSION COMMENTS ON THE COMMON POSITION

3.1. General comments

In general terms, the Common Position follows the structure of the original
Commission Proposal and takes full account of the European Parliament
amendments introduced in the amended Commission Proposal. The Commission was
in a position to support the Common Position, which was adopted by qualified
majority.

3.2. European Parliament amendments at first reading

At its Plenary Session of 3 July 2002, the European Parliament adopted 29
amendments. In total, 12 of these amendments (Amendments 9, 10, 11, 12, 13, 14,
24, 29, 30, 31, 35 and 47) were incorporated in the amended Proposal of the
Commission fully, in part, or in principle. A further 3 amendments (Amendments 2,
6 and 52) have been incorporated in the Common Position in part or in principle,
amounting to 15 in total.

The remaining 14 Amendments (Amendments 16, 17, 20, 21, 22, 26, 27, 28, 32 &
33, 39, 48, 50, 51 and 55) were not incorporated either into the amended Proposal of
the Commission or the Common Position. These amendments were not accepted for
reasons of legal coherence and legislative technique; clarity in technical terminology;
practicality, feasibility or enforceability; avoidance of imposing excessive
administrative burdens on operators and national authorities.

3.2.1. Parliamentary amendments accepted by the Commission in its amended proposal
and incorporated in the common position

Amendments 9, 10, 11 and 13 provide useful clarification of the definitions for
‘genetically modified organism’, ‘operator’, ‘food’ and ‘pre-packaged’. The
amendments have been incorporated into Articles 3(1), 3(5), 3(7) and 3(12), of the
Common Position, respectively.

The scope of the Proposal covers products, containing or consisting of GMOs, which
are ‘placed on the market’ but does not include activities conducted under conditions
of containment. Amendment 12, therefore, correctly removes ‘contained use’
activities from the definition of ‘placing on the market’. This element has been
incorporated into Article 3(10) of the Common Position by including the full
definition of ‘placing on the market’ from Article 2(4) of Directive 2001/18/EC. It
has also been clarified that the definition of placing on the market, as defined in the
specific Community legislation under which the product has been authorised, should
apply.

Amendment 14 provides the possibility to include more explicit wording for the
labelling of products containing GMOs in that the name of the crop or GMO can be
included on the label. This does not detract in substance from the requirement of
Directive 2001/18/EC and has been included in Article 4(6) of the Common Position.
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Amendment 29 adds additional wording to the standard wording for inspection and
control measures under Article 9(1) of the original Commission Proposal, which has
been accepted in part. The wording ‘including sample checks and testing
(quantitative and qualitative)’ has been added to Article 9(1) of the Common
Position given that these measures may form an integral part of inspection and
control. However, the additional reference to risk assessment in the amendment has
not been included given that inspection and control constitutes risk management
rather than risk assessment.

The Commission also recognises the need to involve Member States in the
development of guidance and wording from Amendment 30, which points to the
inclusion of a committee procedure for this purpose, has been included in Article
9(2) of the Common Position. Amendment 47 points to the work of relevant bodies
to be accounted for in such guidance and has also been incorporated into this article.

Amendment 31 refers to further measures (registers) to be developed for the purpose
of inspection and control. The establishment of registers to contain sequence
information and reference material for GMOs is already provided for under Article
31(2) of Directive 2001/18/EC and Article 30 of the Proposal on GM Food and Feed
Proposal. Reference to these registers for this purpose has been included in Recital 8
of the Common Position.

Amendment 35 correctly highlights that accurate information should be available to
enable a freedom of choice to be exercised and this has been incorporated into
Recital 4 of the Common Position.

Amendment 24 reflects the situation, with respect to traceability of products, where
lot or batch numbering systems are already in place in accordance with Community
legislation. The exemption for this purpose, which aims to ease the administrative
burdens of operators, has been clarified in Article 6(2) of the Common Position by
addition of the following wording. ‘This paragraph shall not apply to the first stage
of the placing on the market of a product or to primary manufacture or repackaging
of a product’.

3.2.2. Parliamentary amendments accepted by the Commission in its amended proposal
and not incorporated in the common position

All amendments accepted by the Commission in its amended Proposal have been
incorporated into the Common Position, either in full, in part or in principle.

3.2.3. Parliamentary amendments not accepted by the Commission in its amended proposal
but incorporated in the common position

Amendments 2 and 6 make reference to the precautionary principle in the context of
the objectives and implementation of the Proposal in terms of safety measures. It
should be noted that the precautionary principle relates to decisions concerning the
risk management of products but does not relate to the functioning of a framework
for traceability. On this basis the Commission could not support inclusion of these
amendments in its amended Proposal.

However, the Commission considers that traceability facilitates the application of
other measures, such as product withdrawals and monitoring, as a means to ensure
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safety. Reference to the precautionary principle in this context was, therefore,
incorporated into Recital 3 of the Common Position.

Amendment 52 highlights inter alia the need for consistency with the Proposal on
GM Food and Feed in terms of threshold values for material derived from GMOs and
that such values should be lowered where advances in science and technology allow.
The Commission could not accept this amendment given thresholds should also
apply to GMOs and not only material produced from GMOs. In addition, the
Commission considered that the possibility to set higher as well as lower thresholds
should be accounted for according to scientific and technical developments as well as
socio-economic effects.

However, the Commission can agree to reference to the thresholds under the
Proposal on GM Food and Feed on the basis that this refers to both products
containing and produced from GMOs. This is reflected in Recital 10 of the Common
Position.

3.3. New provisions introduced in the common position by the Council and the
Commission’s position

In addition to the above-mentioned changes, the Council has introduced several other
modifications. Many of these aim to provide clarification of the text although others
are changes of substance. The Commission can agree with the modifications listed
hereafter. The denoted modifications do not include the changes introduced as a
result of the amendments from the European Parliament, which have been dealt with
under sections 3.2.1 and 3.2.3.

Recitals of the Common Position

The full title of Directive 2001/18/EC in Recital 1 has been shortened for ease of reference
given that the footnote refers to the Official Journal where the full title can be obtained.
Reference to the proposed amendment of the Directive in the Regulation on GM Food and
Feed has been removed for legal correctness.

The word ‘therefore’ has been added to the last sentence of Recital 2 to provide linguistic
correctness.

Recital 3 includes specific reference to ecosystems as part of unforeseen adverse effects to the
environment. The word ‘to’ in the first sentence has been replaced with the word ‘on’ to
provide linguistic correctness.

The full title of the future Regulation on GM Food and Feed has been introduced in Recital 4
for legal correctness and its official reference denoted in a footnote. The words ‘to enable’
have been introduced before ‘control and verification of labelling claims’ for clarification.

The word ‘the’ has been introduced in front of ‘appropriate traceability’ in Recital 6 to
provide linguistic correctness.

A new Recital 7 has been added to clarify that the provisions apply to feed that is intended for
animals which are not destined for food production, importantly feed for pets.

Recital 7 of the original Commission Proposal becomes Recital 8.
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Recital 8 of the original Commission Proposal becomes Recital 9.

Recital 9 of the original Commission Proposal becomes Recital 10. Additional text has been
introduced to highlight the links with the Regulation on GM Food and Feed in terms of
thresholds.

Recital 10 of the original Commission Proposal becomes Recital 11, which has been amended
to provide legal correctness in line with Article 10.

Recital 11 of the original Commission Proposal becomes Recital 12. The word ‘code’ has
been replaced by ‘identifier’ (and throughout the text) to ensure consistency with Directive
2001/18/EC.

Recital 12 of the original Commission Proposal becomes Recital 13.

Articles of the Common Position

Article 1 (Objectives)

– Replacement of the original title, ‘subject matter’, with ‘objectives’ for precision;

– Replacement of ‘environmental monitoring’ with ‘monitoring the effects on the
environment’ for clarification;

– The letter ‘s’ added to ‘objective’ for linguistic correctness

– Inclusion of ‘where appropriate, monitoring on health’;

– Inclusion of ‘the implementation of the appropriate risk management measures’;

– Qualification of withdrawal of products by addition of ‘if necessary’.

Article 2 (Scope)

– Removal of food ingredients, additives and flavourings from Article 2(1)(b), the
scope of which covers food produced from GMOs, on the basis that they are covered
by the definition of food (Article 3(7)). This amendment is editorial and does not
change the scope originally proposed by the Commission;

– Removal of feed material, compound feedingstuffs and feed additives from Article
2(1)(c), the scope of which covers feed produced from GMOs, on the basis that they
are covered by the definition of feed (Article 3(9)). This amendment is editorial and
does not change the scope originally proposed by the Commission;

– The correct legal reference has been made to Regulation (EEC) No 2309/93.

Article 3 (Definitions)

– Addition of ‘or’ between ‘genetically modified organism’ and ‘GMO’ in Article 3(1)
for reasons of clarity and legal correctness;

– Replacement of ‘unique code’ with ‘unique identifier’ (Article 3(4)) to ensure
consistency with Directive 2001/18/EC;
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– Addition of ‘natural or legal’ in front of ‘person’ (Article 3(5)) on the basis that it is
the norm to include this wording as part of the accepted legal definition of a ‘person’;

– Inclusion of a definition for ‘final consumer’ (new Article 3(6)) given that this term
appears in Articles 3(5) and 4(6)(b);

– Definition of ‘food (Article 3(6) of the original Commission Proposal) becomes
Article 3(7);

– Inclusion of a definition for ‘ingredient’ (new Article 3(8)) given that this term
appears in Article 5(1)(a) and (c);

– Removal of the definitions of ‘food additive’, ‘flavouring’, ‘feedingstuff’,
‘compound feedingstuffs’, ‘feed materials’ and ‘feed additives’ (Articles 3(7), (8),
(9), (10), (11) and (12) of the original Commission Proposal) on the basis that these
terms do not appear in the Common Position (see Article 2 above);

– Definition of ‘placing on the market’ (Article 3(13) of the original Commission
Proposal) becomes Article 3(10);

– Definition of ‘the first stage of the placing on the market of a product’ (Article 3(14)
of the original Commission Proposal) becomes Article 3(11);

– Definition of ‘pre-packaged’ (Article 3(15) of the original Commission Proposal)
becomes Article 3(12);

Article 4 (Traceability and labelling requirements for products consisting of or containing
GMOs)

– Replacement of the title ‘Traceability and labelling requirements for GMOs’ in the
original Commission Proposal with ‘Traceability and labelling requirements for
products consisting of or containing GMOs’ to ensure consistency throughout the
text;

– Sub-division and re-structuring of the Article under separate sections entitled
‘Traceability’, ‘Labelling’ and ‘Exemptions’ to provide clarity;

– Re-positioning and labelling of paragraphs and sub-paragraphs in accordance with
the new structure.

A. Traceability

– Article 4(2) of the original Commission Proposal becomes Article 4(1), and the
wording ‘in writing’ is added in connection with the transmission of
information for legal certainty;

– Replacement of ‘code’ with ‘identifier’ (Article 4(1)(b)) to ensure consistency
with Directive 2001/18/EC;

– Article 4(3) of the original Commission Proposal becomes Article 4(2), and the
wording ‘in writing’ is added in connection with the transmission of
information for legal certainty;
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– Article 4(2) second paragraph of the original Commission Proposal becomes
Article 4(3). The text of this paragraph, which provides a derogation from the
traceability requirements of Article 4(1)(b) for products containing or
consisting of GMOs for use as food, feed or processing, is replaced with;

‘In case of products consisting of or containing mixtures of GMOs to be used
only and directly as food or feed or for processing, the information referred to
in paragraph 1 point (b) may be replaced by a declaration of use by the
operator, accompanied by a list of the unique identifiers for all those GMOs
that have been used to constitute the mixture’

Notably, the ‘may contain’ wording in the text of the original Commission
Proposal is replaced by the wording ‘have been used’. The Commission
strongly prefers its original wording but could accept the alternative wording
retained in the Common Position in the context of an overall agreement

– Additional reference to ‘holding of information’ in Article 4(4) and
replacement of the word ‘person’ with ‘operator’ (for which a definition exists
in Article 3 (5)).

– Replacement of the word ‘are’ with ‘shall be’ in Article 4(5) for legal
correctness.

B. Labelling

– Article 4(1) of the original Commission Proposal, concerning pre-packaged
products containing or consisting of GMOs, becomes Article 4(6)(a);

– Introduction of a new paragraph (b) to cover products containing or consisting
of GMOs without pre-packaging.

– Introduction of a new paragraph, to provide a similar approach for labelling, in
terms of other Community requirements, as for traceability (see Article 4(5)) as
per the structure of the original Commission Proposal.

C. Exemptions

– Introduction of new Articles 4(7) and 4(8) with respect to the exemption of
adventitious traces of GMOs in accordance with thresholds established under
the Proposal on GM Food and Feed (Article 4(8)) and Directive 2001/18/EC
(Article 4(7)). These Articles replace Article 6(3) of the original Commission
Proposal and make reference to the relevant Articles in the GM Food and Feed
Proposal and Directive 2001/18/EC concerning thresholds.

Article 5 (Traceability requirements for products for food and feed produced from GMOs)

– Replacement of the title ‘Traceability requirements for products produced from
GMOs’ in the original Commission Proposal with ‘Traceability requirements for
products for food and feed produced from GMOs’ to maintain consistency
throughout the text;
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– Addition of the wording ‘in writing’ to Article 5(1) in connection with the
transmission of information for legal certainty. Replacement of the word ‘operators’
with ‘the operator’ for legal certainty.

– Removal of ‘additives and flavourings’ from Article 5(1)(a) in accordance with the
deletions from Articles 2(b), 3(7) and 3(8) of the original Commission Proposal
given that they are covered by the definition of ‘food’ under Article 3(7).

– Additional reference to ‘holding of the information’ in Article 5(2) and replacement
of the word ‘person’ with ‘operator’ (for which a definition exists in Article 3 (5));

– New Article 5(4) with respect to the exemption of adventitious traces of GMOs in
accordance with thresholds established under the Proposal on GM Food and Feed.
This paragraph replaces Article 6(4) of the original Commission Proposal and makes
reference to the relevant Articles in the GM Food and Feed Proposal concerning
thresholds.

Article 6 (Exemptions)

– Article 6(1) of the original Commission Proposal is retained in Article 6 with an
additional paragraph to account for the specific requirements for products at the first
stage of their placing on the market (as accounted for in section 3.2.1). The words
‘retain’ and ‘retained’ have been replaced with ‘hold’ and ‘held’ for linguistic clarity.
The text also reflects the re-structuring of the relevant paragraphs in Article 4;

– Deletion of Article 6(2) of the original Commission Proposal, which is superfluous
given that the final (ultimate) consumer is not included in the definition of ‘operator’
(Article 3(5));

– Deletion of Article 6 (3) of the original Commission Proposal given that it has been
replaced by Article 4(7) and (8);

– Deletion of Article 6 (4) of the original Commission Proposal given that it has been
replaced by Article 5(4).

Article 7 (Amendment of Directive 2001/18/EC)

– The word ‘is’ has been replaced by ‘shall be’ to provide legal correctness;

– New Article 7(2) introduced to ensure consistency with the thresholds laid down in
the Proposal on GM Food and Feed.

Article 8 (Unique identifiers)

– Replacement of the title ‘Unique codes’ in the original Commission Proposal with
‘Unique identifiers’ (and throughout the text) to ensure consistency with Directive
2001/18/EC;

– Reference to developments in international fora removed from paragraphs (a) and
(b) and placed in a subsequent paragraph to avoid duplication.
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Article 9 (Inspection and control measures)

– Specific reference to inspection and control with regard the holding of a product
(Article 9(1)) to highlight that these measures can be applied to products held in
storage facilities;

– National competent authorities included, in Article 9(2), as bodies whose work
should be taken into account when developing guidance on sampling and testing.

Article 10 (Committee)

– The text has been re-worded and re-structured in line with Decision 1999/468/EC to
provide legal correctness;

Article 11 (Penalties)

– Removal of the words ‘the provisions of’ as they are redundant given that reference
to the Regulation is made.

– Reference to the ‘180-day deadline’ and ‘Official Journal’ removed from the text and
placed in a footnote for legal correctness;

– The wording ‘at the latest’ replaced with ‘not later than’ for linguistic correctness.

New Article 12 (Review clause)

– New article to allow for review of implementation of the Regulation and subsequent
amendment, where appropriate, with particular reference to the derogation under
Article 4(3).

Article 13 (Entry into force)

– The word ‘Communities’ replaced with ‘Union’ for legal correctness;

– Introduction of a statement in connection with the entry into force of the regulation
(see Annex I).

4. CONCLUSION

– The majority of the changes introduced by the Council increase the consistency
and coherence of the original Proposal, notably with regard to links,
particularly for thresholds, with Directive 2001/18/EC and the Proposal on GM
Food and Feed. Although the Commission prefers its original wording of
Article 4(3) (Article 4(2) of the original Commission Proposal), it could accept
the alternative wording retained in the Common Position in the context of an
overall agreement.

– The Commission can, therefore, support the Common Position.
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5. COUNCIL/COMMISSION STATEMENTS

The Commission recognises that it would be highly desirable that this Regulation
and the Regulation on GM Food and Feed are applicable at the same time given the
links between the two regulations and can, therefore, accept association with the
Council statement (see Annex I). The Commission maintains, however, that this
statement should not prejudice the entry into force of either regulation.
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ANNEX I

Council/Commission Statement re Article 13

"The Council and the Commission, having regard to the link between the present Regulation
and the Regulation on genetically modified food and feed, agree that the two Regulations
should be applicable at the same time. To that end the Commission will strive to adopt and to
publish in the Official Journal the measure referred to in Article 8(a) at the appropriate
moment after the entry into force of the aforementioned Regulation on food and feed."

_____________


