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1. BACKGROUND

The deliberate release of genetically modified organisms (GMOs) into the
environment and the application of modern biotechnology to food and plants is
currently the focus of intense public and political debate with particular
reference to the long-term effects on the environment, importantly biodiversity
and also the issue of food safety. Although so far no peer-reviewed scientific
article reporting adverse effects on human health as a consequence of eating
GM food has appeared and GMOs have to undergo a comprehensive scientific
assessment of risks to human health and the environment before receiving
Community authorisation, the public is increasingly concerned about potential
implications for human health and the environment.

Against this background, it has become increasingly difficult to approve the
placing on the market of new GMOs under Directive 90/220/EEC and a
parallel situation has arisen for authorisations for products containing and
derived from GMOs under product based legislation1. As a result the current
authorisation procedure for the commercial release of GMOs, including those
which may end up in the food chain, has ground to a standstill.

The Commission, at its meeting of 12 July 2000, proposed a strategy to re-
launch the authorisation procedure for GMOs on the basis of a reinforced
framework for approval under a revised Directive 90/220/EEC following
agreement between the Council and the European Parliament. It includes the
following:

•  Anticipating the key provisions (labelling, traceability, monitoring etc)
of the revised Directive 90/220/EEC before they are transposed in all
Member States based on legally enforceable voluntary commitments.
The new requirements will be incorporated into the individual
authorisations of GMO products granted on the basis of the existing
Directive 90/220/EEC.

•  A comprehensive set of labelling provisions in the food sector which
would cover GMOs and products derived from GMOs

•  An initiative on a traceability system for GMOs and possibly products
derived from GMOs

•  Filling in the gaps in current legislation concerning GMOs

                                                
1 The term GMO refers to a 'live' organism capable of replication, such as genetically modified maize
grains, whereas products derived GMOs have been processed to the extent that they contain only
genetically modified material but not 'live' GMOs, for example flour processed from maize grains. The
scope of Directive 90/220/EEC includes the placing on the market of GMOs but does not extend to
products derived from GMOs.  In contrast, the Novel Foods Regulation includes the placing on the
market of both GMOs and GMO-derived products for use in food.
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This paper aims at addressing these issues and putting forward options for
initiatives on traceability and labelling in the context of;

•  objectives for traceability and labelling

•  existing traceability system(s) and labelling requirements

•  appropriate legal measures for traceability and labelling system(s) for
GMOs and products derived from GMOs.

2. ANTICIPATING KEY PROVISIONS OF THE REVISED DIRECTIVE 90/220/EEC

In their June 1999 Council declarations, 12 Member States urged the
Commission to apply immediately - to the extent legally possible - the
principles, especially regarding traceability and labelling, laid down in the
Common Position.

Although it would not be possible to insist on the imposition of the new
obligations under a revised Directive 90/220/EEC, there is nothing in the
existing Directive 90/220/EEC to prevent applicants from voluntarily
presenting commitments in line with these requirements. In the first instance,
it would be for national competent authorities to advise applicants of this
possibility and on the nature of these commitments. These voluntary
commitments would need to be included as an integral part of the notification
in order to ensure that they become legally binding as part of the final consent.
This should allow Member States to contribute to resuming the authorisation
procedure for GMOs.

3. TRACEABILITY AND LABELLING

3.1 The concepts

Traceability facilitates the establishment of the identity, history and
source of a product.

In general, the following reasons for the establishment of a traceability
system for GMOs can be identified:

(1) to possibly withdraw products when a risk to human health or the
environment is established

(2) to facilitate the identification and monitoring of unintended and long-
term effects on the environment as well as on human and animal
health, where appropriate

(3) to assist the control of labelling.

Existing traceability systems are based on paper or computerised
documentation and/or analytical detection methods.  The transmission and
retention of relevant information for a product at each stage of the placing on
the market allows its identity, history and source to be traced.  Analytical
detection methodology provides a means to determine the content of a product
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and thus verify the validity and reliability of this information, where
necessary.

The primary objective of food labelling is to provide relevant information to
purchasers and consumers. In particular, labelling aims to facilitate consumer
choice, and to protect consumers against misleading or deceiving practices.

Traceability and labelling have different objectives but can be linked to
complement one another.  For example, a traceability system could provide
information to be used for labelling. A traceability system would entail some
form of marking on final products, such as a form of identification, in order to
establish the identity of that product. However, a comprehensive labelling
system does not imply that it is necessary to establish the identity and history
of individual GMOs.

3.2 Traceability and labelling in the Common Position

Traceability

The Common Position (EC) No 12/2000 on the Commission Proposal
to amend Directive 90/220/EEC introduced the concept of traceability
for GMOs.

The Common Position does not provide a definition of traceability or
the objectives of traceability, or a complete approach for its
implementation. However, the Common Position stipulates the
following: Article 4(5) proposes that Member States should take
measures to ensure, in line with the requirements laid down in Annex
4, traceability at all stages of the placing on the market of GMOs
authorised under Part C of the Directive. Placing on the market also
covers import. Recital 11 specifies that products containing and/or
consisting of GMOs cannot be imported into the Community if they do
not comply with its provisions. Annex IV describes in general terms
the additional information to be provided in notifications for the
placing on the market of GMOs with relevance for traceability and
includes:

•  proposed commercial names of the products and names of
GMOs contained therein, and any specific identification, name
or code used by the notifier to identify the GMO

•  name and full address of the person established in the
Community who is responsible for the placing on the market,
whether it be the manufacturer, the importer or the distributor

•  name and full address of the supplier(s) of control samples

•  information on the genetic modification, which can be used for
the detection and identification of particular GMO products to
facilitate post-marketing control and inspection.  This
information should include where appropriate the lodging of
samples of the GMO or its genetic material, with the competent
authority and details of nucleotide sequences or other type of
information necessary to identify the GMO.
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In addition, Article 18 requires that the written consent shall, in all
cases, explicitly specify the scope of the consent, including the identity
of the GMO(s) to be placed on the market as or in products, and their
unique identifier.  Recital 39 specifies that a system should be designed
using the appropriate committee procedure, for the assignment of a
unique identifier to GMOs, taking into account relevant developments
in international fora.  This would include requirements to specify the
identity of GMOs under the Biosafety Protocol2.

Labelling
The Common Position also contains provisions for labelling.

•  Article 20 requires that Member States shall take all necessary
measures to ensure that at all stages of the placing on the
market, the labelling and packaging of GMOs placed on the
market as or in products comply with the relevant requirements
specified in the written consent. It must be in compliance with
the requirements laid down in Annex IV and shall clearly state
that a GMO is present. To that effect the words "This product
contains genetically modified organisms" shall appear either on
a label or in an accompanying document.

Annex IV describes the information for labelling requirements with
regard GMOs as or in product to be placed on the market.  This
requires that notifications for the placing on the market of GMOs
provide for proposed labelling on a label or in an accompanying
document.  This must include, at least in summarised form, a
commercial name of the product, the name of the GMO the name and
full address of the person established in the Community who is
responsible for the placing on the market of the GMO. Furthermore,
the labelling should indicate how to access the information in the
publicly accessible part of the register.

Declarations of Member States
At the Environment Council in June 1999, seven Member States
invited "the Commission as a matter of urgency to make a proposal for
effective implementation of the provisions regarding labelling and
traceability of GMOs through the comitology procedure provided for in

                                                
2 In terms of identification of GMOs, Article 18(2) of the Biosafety Protocol states, under paragraphs a)
and c), that each party shall take measures to require that documentation accompanying:

a) Living modified organisms that are intended for direct use as food or feed, or for processing,
clearly identifies that they 'may contain' living modified organisms and are not intended for
intentional introduction into the environment, as well as a contact point for further
information.  The Conference of the Parties serving as the meeting of the Parties to this
Protocol shall take a decision on the detailed requirements for this purpose, including
specification of their identity and any unique identification, no later than two years after the
date of entry into force of the Protocol.

C) Living modified organisms that are intended for intentional introduction into the environment
of the Party of import and any other organisms within the scope of the Protocol, clearly
identifies them as living modified organisms, specifies the identity and relevant traits and/or
characteristics, any requirements for the safe handling, storage, transport and use, the contact
point for further information and, as appropriate, the name and address of the importer and
exporter; and contains a declaration that the movement is in conformity with this Protocol
applicable to the exporter.
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Directive 90/220/EEC". Another Member State later supported this
declaration.

A further five Member States specifically pointed to the importance of
the Commission submitting without delay full draft rules ensuring
labelling and traceability of GMOs and products derived from GMOs.
It should be noted that the scope of Directive 90/220/EEC does not
extend to products derived from GMOs.

This group of Member States also declared that pending the adoption
of such rules, in accordance with preventive and precautionary
principles, they would take steps to have any new authorisations for
growing and placing on the market suspended.  The above declarations
were re-iterated at the formal adoption of the Common Position on 9
December 1999.

4. TRACEABILITY OF GMOS AND PRODUCTS DERIVED FROM GMOS

Existing Community legislation in the food, seed and feed sectors
provides in some cases for the possibility to withdraw products should
an unforeseen problem arise.  However, such systems are general in
nature and do not explicitly provide for specific traceability of GMOs
or products derived from GMOs.

The Common Position on the revision of Directive 90/220/EEC
introduces a general requirement to ensure traceability of GMOs at all
stages of the placing on the market.  By virtue of Article 4(5),
implementation of this obligation falls on Member States.  This
requirement does not, however, extend to products derived from
GMOs, which fall outside the scope of the Directive.

This chapter firstly discusses options to implement a traceability
system(s) for GMOs under a revised Directive 90/220/EEC and also for
GMOs authorised under sector based legislation, in section 4.1.
Secondly, in section 4.2 it discusses the need for and desirability of
introducing specific traceability for products derived from GMOs and
on that basis, outlines possible options.

4.1 Traceability for GMOs

The Commission envisages that, as for existing traceability systems, a
traceability system for GMOs under a revised Directive 90/220/EEC
could rely on a combination of documentation and technical analysis.

Documentation
It will be possible to trace a GMO back through the production chain if
relevant information to identify that GMO is transmitted and retained at
each stage of the placing on the market. Such information must,
therefore, be available when the product is first placed on the market
and may include use of a unique code or ‘unique identifier’, attributed
to individual GMOs and displayed on the label and/or in accompanying
transaction documentation, as foreseen in a revised Directive
90/220/EEC.  The ‘unique identifier’ would enable relevant
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information pertaining to that GMO to be accessed by inspection
authorities from a central register.

Detection and identification
It may be necessary to confirm that the label or documentation
provides the correct information as to the GMO content of the product.
This requires unambiguous physical detection of individual GMOs and
unique DNA or protein sequences that arise as a result of the
modification process may be used for this purpose.

Appropriate methodology has been developed for the detection of
unique DNA and protein sequences from material containing GMOs.
The JRC is currently working with a network of analytical laboratories
throughout the Community as a means to validate methodology, which
is essential to maintain a coherent approach.

Registers

The Common Position foresees that the above information concerning
identity and detection of GMOs will be placed on one of several
registers. A database ‘register’ has already been established for GMOs
authorised under Part C of Directive 90/220/EEC and includes
information submitted as part of the notifications.  Such register(s)
could subsequently be incorporated into a global register as foreseen by
the OECD and under the Biosafety Protocol.

Key elements for a traceability system

Against this background, possible elements to ensure traceability of
GMOs include that:

•  operators ensure, at each stages of the placing on the market,
that relevant information to identify each GMO is provided in
the form of labelling or accompanying documentation;

•   a ‘unique identifier’ is included as part of this information for
each GMO as a means to access relevant information for that
GMO, including detection methodology, from a central register;

•  operators transmit and retain the relevant information at each
stage of the placing on the market.

Imported products containing GMOs must be carefully considered in
this context. GMOs imported into the EU must comply with
Community legislation. However, we cannot extend our traceability
systems to third countries..  Relevant information as to the identity of
the product will, however, be required from the exporter if this is to be
carried forward through the production chain.  The Biosafety Protocol
does include provisions for information on the specific identification of
GMOs subject to transboundary movements although a decision for
GMOs used directly in food or feed is still subject to agreement.

Sector based legislation

Whilst a revised Directive 90/220/EEC will cover traceability for the
placing on the market of GMOs under Part C of the Directive,
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consideration must also be given to products authorised under the
sector based legislation. Currently, use of GMOs for cultivation, import
and processing, animal feed and seed requires authorisation under
Directive 90/220/EEC (seed varieties must be placed on the Common
Catalogue before they can be commercially marketed in the
Community). In contrast, the use of GMOs as or in food products no
longer requires authorisation under Directive 90/220/EEC but under the
Novel Foods Regulation, which entered into force on 15 May 1997.

In the future, it will be necessary to up-date sector based legislation
taking into account the provisions in a revised Directive 90/220/EEC.

Options
Against this background, the following options should be considered:

 (1) Implementing measures on traceability for GMOs under a revised
         Directive 90/220/EEC

(2) Vertical instruments (Directive 90/220/EEC complemented by sector
based legislation) for traceability of GMOs

(3) A new horizontal instrument for traceability of GMOs

Option 1 Implementing measures on traceability under a revised 
Directive 90/220/EEC

Under the Common Position, the responsibility to ensure traceability at
all stages of the placing on the market of GMOs is placed on Member
States.  An option would, therefore, be for the Commission to propose
implementing measures to steer and assist Member States in
accomplishing traceability as foreseen in a revised Directive
90/220/EEC.

Under this option, the Commission through comitology procedure,
would

•  design a system for the assignment of a unique identifier to
GMOs, taking into account relevant developments in
international fora;

•  establish one or several register(s) for the purpose of recording
the information on genetic modifications in GMOs;

•  supplement Annex IV with guidance notes as regards the
description of how the product is intended to be used.

Such guidance could include the basic operation of a traceability
system as described above and recommendations that Member States
ensure all operators dealing with GMOs, as or in products, keep
records for a specified number of years and transmit information to the
next operator concerning:

•  the name of the GMO;
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•  the name and full address of the person established in the
Community who is responsible for the placing on the market of
the GMO;

•  the commercial name of the product;

•  an indication facilitating access to public registers;

•  authorisation number or ‘unique identifier’ (if different from the
name of the GMO).

Option 2 Traceability under vertical instruments
This option requires that provisions for ensuring traceability be
established in all instruments covering the placing on the market of
GMOs.  Such provisions are already established in the Common
Position but equivalent provisions could also be introduced under the
sector-based legislation covering novel foods and seeds.

Option 3 Traceability under a new horizontal instrument
A third option is for a new ‘horizontal’ instrument laying down the
principles for a traceability system as described above.  This would
provide the means to introduce a legal obligation for traceability of
GMOs across Directive 90/220/EEC and sector based legislation.

Advantages/disadvantages of options
The first option leaves the implementation of an appropriate
traceability system to Member States on the basis of guidance adopted
through comitology procedure.  The major advantage of guidance
under option 1 is that it could be introduced in a relatively short period
of time.  The disadvantage is that guidance to Member States would
not imply a legal obligation for operators to retain and pass on
information..  In addition, this option could result in different systems
being established in the Community.

The major advantage of the second option is that it would provide a
legal basis for traceability for GMOs authorised under all relevant
legislation taking into account and building on existing traceability
systems in the different sectors. It would also allow for a legal
obligation to be placed on operators to pass on and retain relevant
information at all stages of the placing on the market of products. Such
systems would, have to be coherent and consistent to avoid possible
overlaps or gaps

The major advantage of the third option is that it would provide a
single legal base for traceability of GMOs in the Community and
would overcome potential overlaps or gaps created by different
individual systems. It would also allow for a legal obligation to be
placed on operators to pass on and retain relevant information at all
stages of the placing on the market of products. However, this option
will involve a longer procedure for adoption than for options 1, but in
the form of a regulation should reduce the time-scale for
implementation.
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All three options for traceability of GMOs is based on the provisions of
a revised Directive 90/220/EEC and envisage a similar system(s) based
largely upon the transmission and retention of documentation to
provide information as to the identity of individual GMOs. This will
have implications for industry. However, documentation accompanies
the majority of transactions to provide information with respect to the
supplier, purchasers and transaction date as well as the nature, source,
contents and amount of the product. On this basis, the costs of placing
additional information in such documentation, as a means to identify
individual GMO(s) contained in the product is expected not to be
significant.

An EU traceability system cannot be imposed on trading partners.
Third countries as well as the EU would have to respect international
obligations, such as the Biosafety Protocol, concerning the provision of
information with respect to the identity of GMOs.

None of the three options address traceability for products derived from
GMOs, which is considered in the following section.

4.2. Traceability of products derived from GMOs

Whilst the revised Directive 90/220/EEC will introduce specific
traceability for live GMOs, no similar specific obligation exists for
products derived from GMOs. It therefore remains a question whether
specific traceability for products derived from GMOs is required and if
so, how it should be introduced.

Existing Community legislation already provides for general
traceability systems in the food and feed sectors, which are not specific
to GMOs. These systems provide a means to withdraw products in
cases where an unforeseen risk is established, however they do not
cover all food and feed business operators throughout the production
chain.

In this context, attention is drawn to the Commission's recent proposal
on general principles and requirements of food law which proposes in
Article 9 to establish the general principles for traceability3. In
particular, it is proposed that traceability systems should apply for all
foods, feeds, food-producing animals and for any substance to be
incorporated into a food or feed. These principles are not sector
specific and implementation through specialised legislation is foreseen.

Moreover, consideration should be given to the following;

•  Unforeseen environmental effects, such as harm to non-target
organisms, may arise from the release of GMOs, such as
genetically modified crop plants.  However, unforeseen
environmental effects are unlikely to occur in the case of
products derived from GMOs, such as the flour derived from
genetically modified maize grains, where processing results in
‘non-viable’ genetic material.

                                                
3  COM (2000) 716final
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•   It should be considered whether specific traceability is required
for products derived from GMOs for the purpose of
withdrawing products in the event of an unforeseen problem
arising from consumption of material from GMO origin. Pre-
market approval of products derived from GMOs as provided
for in the Novel Foods Regulation would normally provide for
necessary safety assurance.

•  One of the objectives of traceability would be to facilitate
monitoring of possible long-term and unintended health effects
associated with particular foodstuffs. However, it is widely
recognised that little is known about the long-term effects of
any food, making the identification of health effects that might
be unique to GM foods problematical. Post-market monitoring
does not automatically prove a direct causal relationship
between the occurrence of an adverse human health effect and
the consumption of a particular food. During the pre-market risk
assessment of a food derived from GMOs, the need for post-
market monitoring is normally examined on a case-by-case
basis. It is generally recognised that such measures would be
most useful in monitoring effects of genetically
modified/engineered foods that are significantly different from
their conventional counterpart.

•  Traceability for products derived from GMOs may also
facilitate control of labelling of such products. However, it is
not necessary to establish the detailed history and origin of
individual GMOs to provide for a comprehensive labelling
scheme. For the purpose of providing information to the final
consumer it is sufficient that operators can document whether
GMOs have been used or not. Traceability as a means to
facilitate labelling claims is considered under the section on
labelling.

Options
Against this background, four options could be considered

(A) No specific traceability system for products derived from GMOs

(B) Vertical instruments (sector based legislation) to ensure traceability
of products derived from GMOs

(C) A new horizontal instrument to ensure traceability of products
derived from GMOs

(D) A new horizontal instrument covering both GMO and products from
GMOs

Option A No specific traceability system
This option is based on the proviso that a traceability system for
products derived from GMOs is not warranted given that these
products have undergone a comprehensive pre-market safety
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assessment. Moreover, existing legislation in the food and feed sectors
already provide in some cases for the withdrawal of products through
batch numbering systems in cases where an unforeseen risk is
established.

Option B Vertical instruments
Specific traceability for products derived from GMOs could be
accomplished by introducing requirements in the sector-based
legislation for food and animal feed. This would require amendment of
the Novel Foods Regulation and inclusion of appropriate provisions in
the feed legislation.

Individual systems under each instrument would need to be
complementary in order to avoid legal uncertainty.

Option C Horizontal instrument for products derived from
GMOs

This option would cover specific traceability for all products derived
from GMOs regardless of their final use and fill in the gap identified
under option B. Food and feed business operators would be obliged to
transmit and retain information about the presence of genetically
modified material in products derived from GMOs, which should be
sufficient to ensure traceability for such products.

Option D Horizontal instrument for both GMOs and products
derived from GMOs

This option includes the same elements as option C, but suggests the
introduction of one horizontal instrument covering traceability of both
GMOs and products derived from GMOs. This option would therefore
provide for a single legal base for traceability of GMOs and products
derived from GMOs throughout the food and feed chains, addressing
any potential gaps.

Advantages/disadvantages of options

The advantage of option A is that it utilises existing systems in the food
and feed sectors that are already operational and does not place an
additional burden on industry. However, existing systems do not
extend to all stages of the placing on the market. Moreover, if specific
traceability for products derived from GMOs is required, then these
systems would have to be adapted to meet this objective. Options B, C
and D would put in place specific traceability systems for products
derived from GMOs.

Option B aims at extending current sector-based legislation to include
specific traceability for products derived from GMOs whereas options
C and D rely on a horizontal approach. The advantage of option B is
that it is building on existing systems, whilst the disadvantage is that
products such as GM maize grains that have been milled but are not as
yet a food or feed ingredient do not fall under the scope of current
sector based legislation, including a revised Directive 90/220/EEC.

The advantages of a horizontal approach for products derived from
GMOs, is that a single legal base for traceability would overcome
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potential overlaps or gaps created by different individual systems.
However, new horizontal instruments could prove more cumbersome
to establish. Moreover, the implications of the traceability system
envisaged under option B, C and D must be considered in terms of an
additional burden on industry as well as in the context of international
obligations.

5. LABELLING GM FOOD

5.1. Labelling of GMOs

Currently, the Novel Foods Regulation, the seeds legislation and the
revised Directive 90/220 provide for mandatory labelling of products
containing live GMOs. The new requirements in the revised Directive
90/220/EEC provide for mandatory labelling at all stages of the placing
on the market and the options envisaged under 4.1. aim at fulfilling that
objective.

5.2. Labelling of food derived from GMOs

The question is whether the current EU labelling scheme for foods and
food ingredients derived from GMOs should be amended with the
objective of providing comprehensive consumer information and
choice.

Various surveys and policy statements by European consumer
organisations indicate a strong demand for a more complete labelling
scheme that can provide the consumer with a choice. Consumers
consider it to be misleading that some products are labelled and others
not.

Food business operators have considered how to meet the consumer
demands.  Some companies have decided to voluntary label GM
products even though they were not obliged to do so under current
Community legislation, whilst in many cases retailers have removed
GM food products from supermarket shelves and required suppliers to
guarantee that products originate from non-GMO sources.

However, due to the fact that the food segment of the economy is
characterised by extreme diversification, millions of operators and
many SMEs, a labelling scheme, which goes beyond the current
Community criteria for labelling (presence of protein/DNA criteria of
GMO origin) and where control must be based on paper
documentation, is considered by parts of the industry to be unfeasible,
too costly and disproportionate with its objective. Moreover, according
to some parts of the industry such a scheme would be very difficult to
control and be an incentive to fraudulent practices.
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Against this background, the following four options can be envisaged
for labelling of products derived from GMOs:

(A) Maintaining the Status Quo

(B) Maintaining the Status Quo and introducing a "GMO-free" line

(C) Labelling of all foods derived from GMOs

(D) Labelling of all products produced with the help of GMOs

Option A Maintaining status quo: labelling based on detectability of
DNA or protein

The objective of this option is to inform consumers of the method of
production in case DNA or protein of GMO origin is detectable in the final
product.

This option is based on the current approach that detectability of DNA or
protein resulting from genetic modification is triggering labelling of the
production method except in cases where presence of DNA or protein of
GMO origin in ingredients of the final product is adventitious and less than
1%.

This labelling system provides for the possibility of enforcement based on
analytical control measures, although it also relies on paper documentation to
ensure that presence of GM material is in fact adventitious. It is widely
accepted by most trading partners.

However, even though it is based on scientific detectability, this system has
some drawbacks due to the fact that

•  it is difficult to apply to highly processed foodstuffs;

•  new and more sensitive detection methods are being developed over
time, therefore, rendering some products, which are not labelled today,
eligible for mandatory labelling in the future.

Option B Maintaining the status quo and introducing a “GMO-free”
scheme

This option implies that the current labelling criteria for foods derived from
GMOs is maintained and a Community “GMO-free” scheme is introduced in
order to provide consumers with choice. The "GMO-free" scheme refers to a
comprehensive system for a method of production without the use of gene
technology throughout the food chain.

The scheme will rely on the voluntary adherence by producers, providing a
level playing field for producers who want to make claims that a food is
"GMO-free" in response to specific consumer demands.  Current EU-
legislation for the possibility for operators to indicate on the label that a
foodstuff does not contain foods and food ingredients produced from GMOs
provided that such claims are not misleading and truthful.

It has to be noted that the EU-legislation on Organic Production excludes the
use of GMOs or their derivatives on a very strict basis, including processing
aids throughout the production process.
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As in organic production, or protected denominations of origin, “GMO-free”
would be a certification scheme that is based on appropriate controls of a
series of predetermined actions taken to preserve the identity of the product
as it moves through the production chain.

The added value of a "GMO-free" scheme is the creation of a production line
applying to "conventional" agricultural production, which does not have to
follow the additional criteria enshrined in organic farming. Therefore the
"GMO-free" production line could provide consumers with "GMO-free"
products which depending on the criteria and thresholds may be less
expensive than organic products.

Option C Labelling of all foods derived from GMOs
This option would imply mandatory labelling of all food, food ingredients,
additives, flavourings that contain, consist of or are directly derived from
GMOs in order to inform the consumer about the method of production,
irrespective of whether there are traces of modified DNA or protein present
in the final product.

This approach would result in labelling of a number of products, which are
not required to be labelled under the current legislation, such as highly
refined oils of GMO origin. Such a labelling scheme would have to be based,
at least in part, on documentary evidence to provide information as to the
source of ingredients, given that protein and DNA will not be detectable in
certain products. Therefore, documentary information would have to be
available to ensure correct labelling also when processing has eliminated all
currently detectable traces of genetically modified material. This option
relies on documentation and elaborate record keeping by operators.

Adopting this option implies that the need for a "GMO-free" scheme would
be less obvious.

This approach implies that ‘intermediary’ agri-products derived from GMOs,
such as milled soybean or maize grains, intended for use in food but not yet a
final food product would need to be labelled or reference to product being
derived from GMOs would need to be made in accompanying documents.

Option D Labelling of all foods and food ingredients produced with the
help of GMOs

This option implies labelling of all food in which at some stage in the
production process GM technology has been used. This would result in
labelling of not only all foods derived from GMOs, but also labelling of
processing aids and meat, milk and eggs from animals fed on GM feed.

This option relies also on paper documentation and operators are required to
keep elaborate records.

This option goes beyond the general EU-labelling requirements for
foodstuffs. The objective of the present labelling rules is to provide

consumers with information about ingredients in the final product.
Processing aids are not considered to be ingredients as they per definition
have no technological effect in the final foodstuff.



15

Adopting this option implies that the need for a "GMO-free" scheme
becomes less obvious.

Advantages/disadvantages of options
The advantage of following option A is that it is based on scientific
detectability of DNA and protein from GMO origin and that it is widely
accepted internationally.

From a consumer point of view the disadvantage is that some products,
which are derived from GMOs, are not required to be labelled because
neither DNA nor protein of GMO origin is detectable.  Thus, consumers are
not in all cases fully informed and provided with a choice.  Establishing a
“GMO-free” scheme aims at providing consumers with a choice between
foods derived from GMOs and foods produced without the use of gene
technology.  As it is voluntary, the advantage for industry is that it has only
implications for producers who adhere to it.  However, consumer
organisations are opposing it as they demand clear labelling of foods derived
from GMOs rather than introducing a new labelling scheme on top of already
existing labelling provisions.

Option C aims at providing labelling of all foods derived from GMOs, which
is favoured by consumer organisations.  However, it would have implications
for industry who will need to keep documentation about whether foods and
food ingredients are derived from a GMO.  Moreover, under this option
control of labelling claims would not fully rely on analytical methods, which
would make it more difficult to detect fraudulent practices.  At the
international level, such a labelling scheme is currently under consideration
in the Codex Committee on Food Labelling.

Option D aims at providing information to the final consumer about the use
of GMO processing aids in the production of food as well as information on
meat, milk or eggs obtained from animals fed on feed consisting of or
derived from GMOs. This option goes beyond the current EU and Codex
requirements for the labelling of foodstuffs, which applies only to
ingredients. Furthermore, it would have significant implications for the
quality of foodstuffs and for food business operators who would be required
to elaborate record keeping. It would be very difficult to detect fraudulent
practices. The labelling scheme envisaged under option D is not discussed in
Codex.

6. FILLING IN THE GAPS

Labelling of GM food and food ingredients
Further harmonisation of the current criteria for labelling is needed with a
view to establish a uniform, coherent and consistent scheme for the labelling
of GM foods and food ingredients, including GM additives and flavourings
based on the following points:

1) DNA/protein criterion should be the trigger for labelling of all food and
food ingredients derived from GMOs unless another option for
labelling is followed.

2) The threshold of 1 % for adventitious contamination should apply to all
authorised GMOs.



16

3) Ensure that GMO additives and flavourings are labelled as such.

A Commission Regulation to harmonise current labelling criteria (1 and 2) has
already been foreseen in the White Paper on Food Safety (Action 52). The
next revision of Directive 89/107/EEC concerning additives and of Directive
88/388/EEC will include provisions for labelling of GM additives and
flavourings as such.

Novel Feed
The authorisation and labelling of feed containing GMOs is covered by
Directive 90/220/EEC.  Currently no Community authorisation and labelling
provisions for feed products derived from GMOs are in place.  However, as
outlined in the White Paper on Food Safety, specific legislation concerning
novel feeds is to be presented and will include requirements for the
authorisation of feed derived from GMOs and provisions as appropriate for
traceability and labelling for GM feed. This proposal should be in line with the
outcome of the general discussion on labelling and traceability.

GMO seeds
The Commission intends to present Directives laying down the details of
labelling requirements as established by Council Directive 98/95/EC for GMO
seeds and laying down the growing conditions and other requirements for
purity concerning adventitious presence of GMO seeds.

Thresholds
A threshold of 1 % for adventitious presence of GM material has been
established for foods derived from GMOs. However, no threshold has so far
been established for live GMOs, however, Article 20 of the Common Position
on the revision of Directive 90/220/EEC provides for the possibility of
establishing thresholds for live GMOs. This issue needs to be addressed in the
near future taking into account the problems of adventitious contamination
faced by operators. Also the issue of a threshold for adventitious
contamination of unapproved GMOs needs to be considered.

7. CONCLUSION

Member States are invited to present their views and experience concerning
each option in the light of its impact on

•  Consumer health
•  Environmental protection and preservation of biodiversity
•  Consumer choice
•  International obligations of the Community
•  Implications for trade
•  Implications for industry and agriculture
•  Implications for research and development
•  General feasibility and practicality
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