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Please provide summary information on the process by which this report has been
prepared, including information on the types of stakeholders who have been actively
involved in its preparation and on material which was used as a basis for the report:

A first draft of this report was written based on publicly accessible information on
relevant EC legidation and implementation. Additional information, particularly on
practical implementation, was sought from relevant Commission services, some EU

! As"regional economic integration organization”, the European Community has some institutional
particularities compared to nation states. Not all questions in the reporting format easily fit to the EC.
Particularly, where competencies relevant for implementing the Cartagena Protocol lie partly with the
EC and partly with Member States. Further explanatory remarks were therefore added whenever this
appeared to be useful.



Member States as well as selected stakeholders engaged in the international grain
trade. This draft was then circulated for review to officials occupied with biosafety
issues both within the European Commission and amongst EU Member States.
Additional comments received were integrated before the pre-final version of this
report was eventually put into Interservice Consultation to seek formal approval from
all relevant services within the European Commission.

Obligations for provision of information to the Biosafety Clearing-House

1. Several articles of the Protocol requirethat information be provided to the
Biosafety Clearing-House (see the list below). For your Government, if thereare
cases wher e relevant information exists but has not been provided tothe BCH,
describe any obstacles or impediments encounter ed regar ding provision of that
information (note: To answer thisquestion, please check the BCH to determine
the current status of your country’sinformation submissionsrelativeto thelist
of required information below. If you do not have access to the BCH, contact the
Secretariat for a summary):

The EC has provided the BCH with comprehensive information in the listed
categories and is constantly working to improve the information flow in
thisarea.

Information required to be provided to the Biosafety Clearing-House:

(a) Existing national legidlation, regulations and guidelines for implementing the
Protocol, aswell asinformation required by Partiesfor the advance informed
agreement procedure (Article 20.3(a))

(b) National laws, regulations and guidelines applicable to theimport of LM Os
intended for direct useasfood or feed, or for processing (Article 11.5);

(c) Bilateral, multilateral and regional agreements and arrangements (Articles
14.2, 20.3(b), and 24.1);

(d) Contact detailsfor competent national authorities (Articles 19.2 and 19.3),
national focal points (Articles 19.1 and 19.3), and emergency contacts (Article
17.2 and 17.3(e));

(e) In cases of multiple competent national authorities, responsibilitiesfor each
(Articles 19.2 and 19.3);

(f) Reports submitted by the Partieson the operation of the Protocol (Article
20.3(e));

(g) Occurrence of unintentional transboundary movementsthat arelikely to
have significant adver se effects on biological diversity (Article 17.1);

(h) Ilegal transboundary movements of LM Os (Article 25.3);

(i) Final decisionsregarding theimportation or release of LM Os (i.e. approval or
prohibition, any conditions, requestsfor further information, extensions granted,
reasonsfor decision) (Articles 10.3 and 20.3(d));




(1) Information on the application of domestic regulationsto specificimports of
LMOs (Article14.4);

(k) Final decisions regarding the domestic use of LM Osthat may be subject to
transboundary movement for direct use asfood or feed, or for processing
(Article11.1);

() Final decisionsregarding theimport of LM Osintended for direct use as food
or feed, or for processing that are taken under domestic regulatory frameworks
(Article 11.4) or in accordancewith Annex |11 (Article 11.6) (requirement of
Article 20.3(d))

(m) Declarationsregarding the framework to be used for LM Osintended for
direct useasfood or feed, or for processing (Article 11.6)

(n) Review and change of decisionsregarding inte ntional transboundary
movementsof LMOs (Article 12.1);

(0) LMOsgranted exemption status by each Party (Article 13.1)

(p) Cases where intentional transboundary movement may take place at the
same time as the movement is notified to the Party of import (Article 13.1); and

(9) Summariesof risk assessmentsor environmental reviews of LM Osgenerated
by regulatory processes and relevant infor mation regar ding products ther eof
(Article20.3(c)).

Article 2— General provisions

1. Hasyour country introduced the necessary legal, administrative and other
measur es for implementation of the Protocol? (Article 2.1)

a) full domestic regulatory framework in place (please give details below)

b) some measures introduced (please give details below)

C) no messures yet taken

2. Please provide further details about your response to the above question, as
well as description of your country’s experiences and progressin implementing
Article 2, including any obstacles or impediments encounter ed:

EC legislation on genetically modified organisms (GMOs) has been in place since the
early 1990s. The EC introduced specific legidation on GMOs to protect its citizens
health and the environment while simultaneously creating a unified market for
biotechnology products. Over the last decade, the EC has created a comprehensive
legal framework for ensuring safety in the development, use and transfer of GMOs.
The main legal measures include:

= Directive 90/219/EC of 23 April 1990 on the contained use of
genetically modified micro-organisms.




» Regulation (EC) No 258/97 of 27 January 1997 concerning novel
foods and novel food ingredients, covering products derived from
GMOs, which as of 18 April 2004 has largely been replaced by
Regulation No (EC) 1829/2003 on genetically modified food and feed

= Directive 98/81/EC of 26 October 1998 amending Directive
90/219/EEC on the contained use of genetically modified micro-
organisms.

= Directive 2001/18/EC of 12 March 2001 on the deliberate release into
the environment of genetically modified organisms and repealing
Council Directive 90/220/EEC, covering the field testing of GMOs
(mainly Part B) and the placing on the market of GMOs as well as
products containing or consisting of GMOs, e.g. for cultivation, import
or processing into industrial products (mainly Part C). The Annex to
this report lists further implementing measures relating to Part B and
Part C of Directive 2001/18/EC.

» Regulation (EC) No 1946/2003 of 15 July 2003 on transboundary
movements of genetically modified organisms covers exports of
GMOs to third countries and unintentional movements of GMOs.

= Regulation (EC) No 1829/2003 of 22 September 2003 on genetically
modified food and feed, covering the placing on the market of GMOs
intended for food or feed and of food or feed products containing,
consisting of or produced from GMOs.

= Regulation (EC) No 1830/2003 of 22 September 2003 concerning the
traceability and labelling of genetically modified organisms and the
traceability of food and feed products produced from genetically
modified organisms.

» Regulation (EC) No 641/2004 of 6 April 2004 on detailed rules for the
implementation of Regulation (EC) No 1829/2003 as regards the
application for the authorisation of new genetically modified food and
feed, the notification of existing products and adventitious or
technically unavoidable presence of genetically modified materia
which has benefited from a favourable risk evaluation.

A ligt of al lega measures pertaining to genetically modified organisms has been
submitted to the Biosaf ety Clearing-House and is reproduced in the Annex to this
report. More information on the content of these legislative acts can be found in
“Questions and Answers on the regulation of GMOs in the EU”, available at:
http://europa.eu.int/comm/food/f ood/bi otechnol ogy/gmfood/ganda_en.pdf

In the case of Directive 2001/18/EC and of Regulations (EC) No 1829/2003,
1830/2003 and 1946/2003, Member States have introduced domestic provisionsto
ensure enforcement and/or transposition of this legislation within their respective
territories.

The implementation of the Cartagena Protocol on Biosafety in the EC relies on awide
range of legidlative measures applying to the use of GMOswithin the European
Union, including imports. The main measures are Directive 2001/18/EC on the
deliberate release into the environment of genetically modified organisms, Regulation
(EC) No 1829/2003 on GM food and feed and Regulation (EC) No 1946/2003 onthe
transboundary movements of GM Os (adopted in June 2003).




The main elements of the Directive 2001/18/EC are:
= Principlesfor environmental risk assessment for GMO releases into the
environment;
= The obligation to carry out post-market monitoring, including on longterm
effects associated with the interaction with other GMOs and the environment;
= The obligation to inform the public;
= A requirement for Member States to ensure labelling and traceability at all
stages of the placing on the market;
= An information requirement to allow the identification and detection of GMOs
to facilitate post-market inspection and control;
= A limitation on first approvals for the release of GMOs to a maximum of ten
years,
A European Commission report to the European Parliament on the implementation of
Directive 2001/18/EC is available at:
http://europa.eu.int/comm/environment/biotechnol ogy/pdf/com 575 fina.pdf with
annexes available at:
http://europa.eu.int/comm/environment/biotechnol oqy/pdf/sec2004 1063 en.pdf.pdf

The main elements of the Regulation (EC) No 1946/2003 are:

= The obligation to notify exports of GMOs intended for deliberate release into
the environment and secure express consent prior to afirst transboundary
movement;

= The obligation to provide information to the public and to our international
partners on EU practices, legidation and decisions on GMOs, as well as on
accidental releases of GMOs;

= A et of rules for the export of GMOs intended to be used as food, feed or for
processing;

= Provisions for identifying GMOs for export.

The main elements of Regulation (EC) No 1829/2003 are:

= A centralised, uniform and transparent procedure for al applications for
placing on the market, concerning GMOs themselves or the food and feed
products derived from GMOs;

= A requirement that such products: not have adverse effects on human health,
animal health or the environment; not mislead the consumer or user; not differ
from the food/feed they are intended to replace so that their normal
consumption would be nutritionally disadvantageous for human beings; and
not harm or mislead the consumer by impairing the distinctive features of the
animal products.

= The obligation to enter authorised products into a public register of GM food
and feed;

= A limitation on approvals to a maximum of ten years.

Articles 7 to 10 and 12: The advance informed agreementprocedure

See question 1 regarding provision of information to the Biosafety Clearing-
House.




1. Istherealegal requirement for the accuracy of information provided by
exporters5/ under thejurisdiction of your country? (Article 8.2)

a) yes

b) no

¢) not applicable — not a Party of export

2. I1f you werea Party of export during thisreporting period, did you request any
Party of import to review a decision it had made under Article 10 on the grounds
specified in Article 12.2?

a) yes (please give details below)

b) no

¢) not applicable — not a Party of export X

3. Did your country take decisionsregarding import under domestic regulatory
frameworks as allowed by Article9.2(c).

a) yes

b) no

X

¢) not applicable — no decisions taken during the reporting period

4. 1f your country has been a Party of export of LM Os intended for releaseinto
the environment during thereporting period, please describe your experiences

and progressin implementing Articles7to 10 and 12, including any obstacles or
impedimentsencounter ed:

| Not applicable— not a Party of export.

5. If your country hastaken decisions on import of LMOsintended for release
into the environment during thereporting period, please describe your
experiences and progressin implementing Articles 7 to 10 and 12, including any
obstacles or impediments encounter ed:

Not applicable — no decisions taken during the reporting period.

The EC applies its domestic legidative framework instead of the Protocol’ s advance
informed agreement procedure. This framework is compatible with the provisions of
the Protocol.

= The EC's domestic legidative framework is built on arange of legidative
mesasures described above and listed in the annex.




Under Directive 2001/18/EC, a company intending to market a GMO must first obtain
awritten authorisation to this end. The authorisation procedure for placing the GMO
on the market involves all Member States, as authorised products are granted free
movement throughout the territory of the EU. The application (called "notification")
is first submitted to the competent national authority of an EU Member State. The
notification must include a full evaluation of the impact on human health and the
environment. Having received the notification, the national authority must issue an
opinion which will take the form of an "assessment report".

This assessment report may be favourable or unfavourable. In the event of an
unfavourable report, the company may submit a new notification for the same GMO
to the competent national authority of another Member State. This authority may
eventualy issue a different report. In the event of a favourable opinion for the placing
on the market of the GMO concerned, the Member State, after having received the
notification and produced the assessment report, informs the other Member States via
the European Commission. The other Member States and the Commission examine
the assessment report and may issue their own observations and objections.

If there are no objections by other Member States or by the European Commission,
the competent authority that carried out the original assessment authorises the placing
on the market of the product and may stipulate conditions for placing on the market.
The authorisation has a maximum duration of ten years and may be renewed provided
certain conditions are met (for example on the basis of the results of the post market
monitoring programme).

If objections are raised, the procedure provides for a conciliation phase among the
Member States, the Commission. The objective of this phase is to resolve the
outstanding questions. If at the end of the conciliation phase the objections are
maintained, a decision must be taken at European level. The Commission first asks
for the opinion of the European Food Safety Authority (EFSA), which isthe
independent scientific advisory body on food safety in the European Community.

The Commission then presents a draft decision to the Regulatory Committee
composed of representatives of the Member States for an opinion. If the Committee
gives a favourable opinion by qualified majority, the Commission adopts the decision.
If the Regulatory Committee gives a negative opinion by qualifiedmajority, the
procedure ends. In case the Regulatory Committee is not able to reach a qualified
majority either in favour or against, then the draft Decision is submitted to the
Council of Ministers for adoption or rejection by qualified majority. If the Council
does not act within three months or does not obtain a qualified majority for the
adoption or rejection of the Commission's proposal, the Commission shall adopt the
decision. During the notification process, the public is also informed and has accessto
the publicly available data on the Internet.

A person or a company who wishes to introduce GMOs into the environment for
experimental purposes must first obtain written authorisation from the competent
national authority of the Member State within whose territory the experimental
release is to take place. It is given on the basis of an evaluation of the risks presented
by the GMO — or GMOs — for the environment and human health. Hence, the




authorisation procedure is simpler than the one referred to above. It is apurely
national procedure as it is only applicable in the Member State where the notification
was submitted. However, the other Member States and the European Commission
may make observations to be examined by the competent nationa authority.

To obtain authorisation for placing on the market of food or feed containing or
consisting of a GMO, the applicant has also the possibility of filing an application
under Regulation (EC) No 1829/2003 on GM food and feed pursuant to the "one door,
one key" principle: With a single application he can obtain an authorisation for the
deliberate release of a GMO into the environment — in accordance with the criteria
established by Directive 2001/18/EC — and the authorisation to use this GMO in food
and feed — in accordance with the criteria established by Regulation (EC) No
1829/2003.

Article 11— Procedure for living modified organisms intended for direct use as food
or feed, or for processing

See question 1regarding provision of information to the Biosafety Clearing-
House.

1. Istherealegal requirement for the accuracy of information provided by the
applicant with respect to the domestic use of a living modified organism that may be
subject to transboundary movement for direct use asfood or feed, or for processing?
(Article11.2)

8) yes X

b) no

c) not applicable (please give details below)

2. Hasyour country indicated its needs for financial and technical assistance and
capacity buildingin respect of living modified organismsintended for direct use as
food or feed, or for processing? (Article 11.9)

a) yes (please give details below)

b) no

C) not relevant X
3. Did your country take decisionsregarding import under domestic regulatory
frameworksasallowed by Article 11.4?

a) yes ‘X

b) no ‘




c) not applicable — no decisions taken during the reporting period

4. 1f your country has been a Party of export of LM Osintended for direct use for
food or feed, or for processing, during thereporting period, please describe your
experiences and progressin implementing Article 11, including any obstacles or
impedimentsencounter ed:

\ Not applicable — EC not a Party of export during the reporting period.

5. If your country has been a Party of import of LM Osintended for direct usefor
food or feed, or for processing, during thereporting period, please describe your
experiences and progressin implementing Article 11, including any obstacles or
impedimentsencounter ed:

The EC has developed a comprehensive legal framework on GMOs, which also addresses
the import of LMOs intended for direct use for food or feed, or for processing. The EC has
declared with reference to Article 14.4 Cartagena Protocol that it relies on its existing
legislative framework for intentional movements of GMOswithin the Community and for
imports of GMOs into the EC. Of the recently adopted legal acts, the following are of
direct relevance to the implementation of Article 11:

= Regulation (EC) No 258/97 of 27 January 1997 concerning novel foods and novel
food ingredients (as of 18 April 2004 this Regulation has been replaced by
Regulation No (EC) 1829/2003 on genetically modified food and feed but may till
be relevant for pending authorisations);

= Regulation (EC) No 1946/2003 of 15 July 2003 on transboundary movements of
genetically modified organisms;

= Regulation (EC) 1829/2003 of 22 September 2003 on genetically modified food
and feed; and

= Regulation (EC) 1830/2003 of 22 September 2003 concerning the traceability and
labelling of genetically modified organisms and the traceability of food and feed
products produced from genetically modified organisms.

The last three Regulations entered into force in 2003. The latter two have been applicable
since mid-April 2004. Various other instruments have been adopted in connection with this
legislation, including:
= Regulation (EC) No 641/2004 of 6 April 2004 on detailed rules for the
implementation of Regulation (EC) No 1829/2003; and
= Regulation (EC) No 65/2004 of 14 January 2004 establishing a system for the
development and assignment of unique identifiers for genetically modified
organisms.
=  Recommendation 2004/787/EC of 4 October 2004 on technical guidance for
sampling and detection of genetically modified organisms and material produced
from genetically modified organisms as or in products in the context of Regulation
(EC) 1830/2003

In relation to Article 11, the EC wishes to recal that Regulation (EC) 1829/2003 on
genetically modified food and feed applies to applications for the placing on the market of
the following prodicts:

= GMOs for food and feed use; and

= Food and feed containing GMOs, consisting of such organisms or produced from




GMOs.

The Regulatlon stipulates that the products to which it applies must not:

Have adverse effects on human health, animal health, or the environment;

= Midlead the consumer or user;

= Differ from the food/feed they are intended to replace to such an extent that their
normal consumption would be nutritionally disadvantageous for human beings or
animals,

= Inthe case of genetically modified food or feed, harm or mislead the consumer by
impairing the distinctive features of the animal products.

The Regulation creates a centralised, uniform and transparent procedure for applications
for placing on the market GMOs or the food and feed products derived from GMOs.
Authorisations are valid throughout the EC. They are granted subject to asingle risk
assessment process under the responsibility of the European Food Safety Authority (EFSA)
and a single risk management process involving the Commission and the Member States
through a regulatory committee procedure.

Applications are submitted first to the competent authority of a Member State, that
transmits this application to EFSA without delay. The application must clearly define the
scope of the application, indicate which parts are confidential and must include a
monitoring plan, alabelling proposal and a detection method. EFSA carries out the
scientific risk assessment covering both the environmental risk and human and animal
health safety assessment. The competent authorities of Member States have the possibility
of commenting during the risk assessment process. ESFA concludes its opinion, based on
its own findings and after consideration of comments received from Member States.
Afterwards, EFSA makes its opinion available to the public and the Commission invites
comments from the public. In September 2004, EFSA has adopted a guidance document
for the risk assessment of GMO plants and derived food and feed, which provides detailed
information about its review process:

http://www.efsa.eu.int/science/gmo/gmo _guidance/660/quidance docfinal 1.pdf

On the basis of EFSA’s opinion, the Commission proposes to the Member States granting
or refusing of authorisation. The Commission may diverge from the opinion if it justifies
its position. A committee composed of Member States' representatives decides on the
Commission’s proposal by qualified majority. If the proposal is rejected, the procedure
ends. In case the Regulatory Committee is not able to reach a qualified majority either in
favour or againgt, then it is submitted to the Council of Ministers for adoption or rejection
by qualified majority. If the Council does not act within three months or does not obtain a
gualified mgjority for the adoption or rejection of the Commission’s proposal, the
Commission shall adopt the decision.

Authorisations are granted for a period of 10 years, subject where appropriate to a post-
market monitoring plan, and are renewable for 10-year periods. Authorised products are
listed in a public register of GMO food and feed:

http://europa.eu.int/c omm/food/f ood/bi otechnol ogy/authorisation/commun_register_en.htm

During the reporting period, four GMOs have been authorised for introduction to the
market under Regulation 258/97on novel foods and Directive 2001/18/EC onthe deliberate
release into the environment of GMOs:




= 0on 19 May 2004: Syngenta’ s Bt 11 sweet corn for use as canned or fresh food;
= on 19 July 2004: Monsanto's Roundup Ready maize known as NK603 for import
and use in feed and industrial processing, not for cultivation;
= 0on 26 October 2004: NK603 maize for use in feed and as food ingredient;
= 0on 8 August 2005: Monsanto's maize-line MONB863 for import and use of grain and
grain products, not for cultivation;
= on 31 August 2005: Monsanto's oilseedrape known as GT73 for import and usesin
feed and industrial processing, not for cultivation.
Further GM foods, primarily products derived from GM maize, sugar beet and soybean,
are currently pending at various stages in the authorisation process.

Products that consist of GMOs or which contain GMOs and food products derived from
GMOs authorised under the above procedure are subject to traceability requirementsin
application of Regulation (EC) No 1830/2003. The traceability rules make it mandatory on
the operators concerned — al persons who place a product on the market or receive a
product placed on the market within the EC, except the final consumer — to be able to
identify their supplier and the companies to which the products have been supplied.

In the case of a product consisting of or containing GM Os, operators must ensure that the
following is transmitted in writing to the operator receiving the product:
= Anindication that the product or some of its ingredients contain or consist of
GMOs; and
= The unique identifier(s) assigned to those GMOs. In the 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 relating to the unique identifiers may be replaced by
a declaration of use by the operator, accompanied by alist of the unique identifiers
for al those GMOs that have been used to constitute the mixture.

In the case of products produced from GMOs, operators must ensure that the following is
transmitted in writing to the operator receiving the product:
= Anindication of each of the food ingredients which are produced from GMOs;
= Anindication of each of the feed materias or additives which are produced from
GMOs,
= |nthe case of products for which no list of ingredients exists, an indication that the
product is pr oduced from GMOs.
In both these cases, operators must hold the information for a period of five years from
each transaction and be able to identify the operator by whom and to whom the products
have been made available.

GMOs and food or feed containing, consisting of or produced from GMOs which have
been authorised under the above procedure are also subject to the labelling requirements
laid down in Regulation (EC) No 1830/2003 and Regulation (EC) No 1829/2003.
Generally, according to Regulation (EC) No 1830/2003 for al pre-packaged products
consisting of or containing GMOs, operators are to indicate on a label: “ This product
contains genetically modified organisms’ or “This product contains genetically modified
[name of organisms(s)]”. In the case of non pre-packaged products offered to the fina
customer or to mass caterers, these words must appear on, or in connection with, the
display of the product. In addition, Regulation (EC) No 1829/2003 lays down specific
labelling requirements for GM food and feed. For food or feed produced from GMOs, the
labelling requirements apply regardless of whether DNA or proteins derived from the




genetic modification are present in the fina product or not.

EC legidation acknowledges that adventitious or technically unavoidable presence of GM
material in products placed on the market in the European Union can occur during
cultivation, handling, storage and transport.

Therefore, conventional products that are ‘ contaminated’ by authorised GMOs are not
subject to traceability and labelling requirements if they contain traces of these GMOs
below alimit of 0.9 per cent, provided the presence of this material is adventitious or
technically unavoidable. On the other hand, GMOs that are not authorised in the European
Community but that have been declared safe by the former Commission’s Scientific
Committees or by EFSA, are tolerated up to alimit of 0.5 per cent in food or feed. If this
limit is exceeded, the product may not be placed on the market.

During the reporting period, the EC has imported an estimated 3.6 million tons of maize
that may have contained GMOs and also a significant amount of soybeans that may have
contained GMOs. Since entry into force of the EC’ s regulations on labelling and
traceability in April 2004, shipments that may contain living modified organisms intended
for direct use as food or feed, or for processing (LMOs-FFP) should be clearly identified as
containing LMOs and those LM Os should be identified by the unique identifier in line with
the OECD’ s guidelines on unique identifiers of genetically modified plants. In the case of
mixtures of LMO-FFP shipments, the exact list of GMOs present in the shipment may be
replaced by the list of GMOs “that have been used to constitute the shipment.” Most
operators use commercial invoices for purposes of documentation. Based on the EC's
experience to date, the new labelling and traceability requirements have not posed a
significant problem for international trade in this area.

Article 13— Simplified procedure

See question 1 regarding provision of information to the Biosafety Clearing-
House.

1. If your country hasused the ssmplified procedure during thereporting period,
please describe your experiencesin implementing Article 13, including any
obstacles or impedimentsencountered:

The EC has not made use of the ssimplified procedure for imports of LMOs as
specified in Article 13.

Article 14 — Bilateral, regional and multilateral agreementsand arrangements

See question 1regarding provision of information to the Biosafety Clearing-
House.

1. If your country has entered into bilateral, regional or multilateral agreements
or arrangements, describe your experiencesin implementing Article 14 during
thereporting period, including any obstacles or impediments encountered:

The EC has not entered into any bilateral, regiona or multilateral agreements or
arrangements as per Article 14(1).




The EC has determined as per Article 14(4) and 9 (2) (c) that it relies on its existing
legidative framework for intentional movemerts of GM Os within the Community and
for imports of GMOs into the EC. This decision has been communicated to other
Parties through the Biosafety Clearing-House.

Articles 15 and 16— Risk assessment and risk management

1. If you were a Party of import during thisreporting period, wererisk
assessmentscarried out for all decisionstaken under Article 10? (Article 15.2)

a) yes

b) no (please clarify below)

C) not a Party of import X

2. If yes, did you require the exporter to carry out the risk assessment?

a) yes— inal cases

b) yes— in some cases (please specify the number and give further details
below)

C) ho

d) not a Party of import X

3. If you took a decision under Article 10 during thereporting period, did you
requirethenotifier to bear the cost of the risk assessment? (Article 15.3)

a) yes—inal cases

b) yes— in some cases (please specify the number and give further details
below)

C) ho

4. Hasyour country established and maintained appropriate mechanisms,
measur es and strategies to regulate, manage and control risksidentified in the
risk assessment provisions of the Protocol ? (Article 16.1)

a) yes X

b) no

5. Hasyour country adopted appropriate measuresto prevent unintentional
transboundary movements of living modified or ganisms? (Article 16.3)




a) yes

b) no

6. Does your country endeavour to ensurethat any living modified organism,
whether imported or locally developed, under goes an appropriate period of
observation commensur ate with itslife-cycle or generation time beforeit is put to
itsintended use? (Article 16.4)

a) yes— inal cases X

b) yes— in some cases (please give further details below)

¢) no (please give further details below)

d) not applicable (please give further details below)

7. Hasyour country cooper ated with othersfor the purposes specified in Article
16.5?

a) yes (please give further details below) X

b) no (please give further details below)

8. Please provide further details about your responsesto the above questions, as
well as description of your country’s experiences and progressin implementing
Articles 15 and 16, including any obstacles or impediments encounter ed:

The EC has put in place a comprehensive system of risk assessment and risk
management dealing with releases into the environment or placing on the market of
GMOs, whether imported into or developed within the EC. The aim of the
environmental risk assessment is, on a case by case basis, to identify and evaluate
potential adverse effects of the GMO, either direct and indirect, immediate or delayed,
on human health and the environment.

Directive 2001/18/EC on the deliberate release into the environment of genetically
modified organisms establishesin Annex |1 principles fa the environmental risk
assessment, in Annex VI guidelines for the assessment reports and in Annex VI
guidelines for the monitoring plan to be applied in cases where consent has been
given to the placing on the market of GMOs. Severa supporting documents specify
provisions contained in the Directive:
=  Commission Decision 2002/623/EC of 24 July 2002 establishes guidance
notes on the objective, elements, general principles and methodology of the
environmental risk assessment referred to in Annex |1 to Directive
2001/18/EC.
= Council Decision 2002/811/EC of 3 October 2002 establishes guidance notes
supplementing Annex VI to the Directive, describing the objectives and




genera principles to be followed to design the monitoring plan.

= Council Decision 2002/812/EC of 3 October 2002 establishes the summary
information format.

» The EU Scientific Steering Committee published in March 2003 the
‘Guidance Document for the Risk Assessment of Genetically Modified Plants
and Derived Food and Feed', which was replaced by the updated ‘ Guidance
Document of the Scientific Panel on Genetically Modified Organisms for the
Risk Assessment of Genetically Modified Plants and Derived Food and Feed',
published by the European Food Safety Authority in November 2004.

Environmental risk assessment in the EC is to be carried out in accordance with the
precautionary principle and is based on the following principles:
=  GMO characteristics and GMO use that have the potential to cause adverse
effects are to be compared to characteristics and use of the non-modified
organism from which the GMO is derived;
= Risk assessment should be carried out in a scientifically sound and transparent
manner based on available scientific and technical data;
= Risk assessment should be carried out on a case by case basis,
= New information on the GMO and its effects may need to be readdressed in
order to determine whether the risk has changed and whether there is a need
for amending the risk management accordingly.

Article 4 of Directive 2001/18/EC on the deliberate release into the environment of
genetically modified organisms demands that any person submitting a notification
under the authorisation procedures for GMO releases into the environment or placing
on the market of GMOs as or in products needs to carry out an environmental risk
assessment. Annex 111 of the Directive specifies the information that may be
necessary to carry out the risk assessment.

The environmental risk assessment comprises several steps that need to be addressed:

= |dentification of characteristics which may cause adverse effects. These
characteristics will vary from case to case and may include direct effects on
human health or the environment as well as indirect effects occurring through
acausal chain of events, through interactions with other organisms, transfer of
genetic material or changes in use or management. As observations of indirect
effects are likely to be delayed, immediate effects during the period of the
release of the GMO as well as delayed effects that become apparent at a later
stage or after termination of the release need to be considered.

= Evaluation of the potential consequences of each adverse effect, if it occurs.

= Evaluation of the likelihood of the occurrence of each identified potential
adverse effect.

= Estimation of the risk posed by each identified characteristic of the GMO.

= Application of management strategies for risks from the deliberate release or
marketing of GMOs.

= Determination of the overall risk of the GMO.

Annex VIl of the above Directive provides guidance on the monitoring plan as part of
the risk management strategy. More specific guidance notes are provided in Council
Decision 2002/811/EC of 3 October 2002. The objective of the monitoring plan is to

confirm that any assumption regarding the occurrence and impact of potential adverse




effects of the GMO or its use in the risk assessment are correct, and to identify the
occurrence of adverse effects of the GMO or its use which were not identified in the
risk assessment.

The design of the monitoring plan should, among others:

= Bedetailed on acase by case basis,

= Take into account the characteristics of the GMO, its use and scale of use, and
the range of relevant environmental conditions;

= Incorporate genera surveillance for unanticipated adverse effects;

» Provide for case-specific monitoring for a sufficient time period to detect
immediate and direct as well as, where appropriate, delayed and indirect
effects which have been identified in risk assessment.;

= Provide for the use of aready established routine surveillarce practices where

appropriate.

At lagt, it may be interesting to know that the EC has cooperated with members of the
European Economic Area (Norway, Iceland and Liechtenstein) on the issue of
antibiotic resistance markers in risk assessment.

Article 17— Unintentional transboundary movements and emergency measures

See question 1 regarding provision of information to the Biosafety Clearing-
House.

1. During thereporting period, if there were any occurrences under your
jurisdiction that led, or could have led, to an unintentional transboundary
movement of a living modified organism that had, or could have had, significant
adver se effects on the conservation and sustainable use of biological diversity,
taking also into account risksto human health in such States, did you
immediately consult the affected or potentially affected Statesfor the purposes
specified in Article 17.4?

a) yes— al relevant Statesimmediately

b) partially (please clarify below)

) no (please clarify below) X

2. Please provide further details about your response to the above question, as
well as description of your country’s experiencesin implementing Article 17,
including any obstacles or impediments encounter ed:

INot applicable.

Article 18 — Handling, transport, packaging and identification

1. Hasyour country taken measuresto requirethat living modified organisms
that are subject to transboundary movement within the scope of the Protocol are




handled, packaged and transported under conditions of safety, taking into
account relevant international rules and standards? (Article 18.1)

a) yes (please give details below)

b) no

¢) not applicable (please clarify below)

2. Hasyour country taken measuresto require that documentation
accompanying living modified organismsfor direct useasfood or feed, or for
processing, clearly identifiesthat they ‘may contain’ living modified organisms
and arenot intended for intentional introduction into the environment, aswell as
a contact point for information? (Article18.2(a))

a) yes X

b) no

3. Hasyour country taken measuresto require that documentation
accompanying living modified organismsthat are destined for contained use
clearly identifiesthem asliving modified or ganisms and specifies any
requirementsfor the safe handling, storage, transport and use, the contact point
for further information, including the name and addr ess of the individual and
institution to whom the living modified organisms are consigned? (Article
18.2(b))

a) yes

b) no

4. Hasyour country adopted measuresto requirethat documentation
accompanying living modified organismsthat are intended for intentional
introduction into the environment of the Party of import and any other living
modified organismswithin the scopeof the Protocol, clearly identifiesthem as
living modified or ganisms; specifiestheidentity and relevant traitsand/or
characteristics, any requirementsfor the safe handling, storage, transport and
use, the contact point for further information and, as appropriate, the name and
address of theimporter and exporter; and contains a declaration that the
movement isin confor mity with the requirements of this Protocol applicableto
theexporter? (Article 18.2(c))

a) yes ‘x

b) no ‘

5. Please provide further details about your responsesto the above questions, as
well as description of your country’s experiences and progressin implementing
Article 18, including any obstacles or impedimentsencountered:




The EC has developed a comprehensive legal frameworkon GMOs, which also
addresses the issues of handling, transport, packaging and identification requirement
covered by Article 18. Of the recently adopted legal acts, the following are of direct
relevance to the implementation of Article 18:
= Regulation (EC) No 1946/2003 of 15 July 2003 on transboundary movements
of genetically modified organisms,
= Regulation (EC) 1829/2003 of 22 September 2003 on genetically modified
food and feed; and
= Regulation (EC) 1830/2003 of 22 September 2003 concerning the traceability
and labelling of genetically modified organisms and the traceability of food
and feed products produced from genetically modified organisms.

The three Regulations entered into force in 2003. The latter two have been applicable
since mid-April 2004. Two implementing Regulations in this area also took effect in
April 2004:
= Regulation (EC) No 641/2004 of 6 April 2004 on detailed rules for the
implementation of Regulation (EC) No 1829/2003; and
= Regulation (EC) No 65/2004 of 14 January 2004 establishing a system for the
development and assignment of unique identifiers for genetically modified
organismes.

The EC has put in place an exhaustive set of requirements concerning the handling,
transport, packaging and identification of GMOs, for any use foreseen in Article 18 of
the Protocol.

In relation to Article 18(1), the EC wishes to recall that existing EC legidation
contains appropriate rules on the safe transport, handling and packaging of GMOs.
These rules are contained in:
= Council Directive 94/55/EC of 21 N ovember 1994 on the approximation of
the laws of the Member States with regard to the transport of dangerous goods
by road (last amended by Commission Directive 2003/28/EC); and
=  Council Directive 96/49/EC of 23 July 1996 on the approximation of the laws
of the Member States with regard to the transport of dangerous goods by rail
(last amended by Commission Directive 2003/29/EC).

In relation to Article 18(2)(a), the EC wishes to recall that, under Article 12 of
Regulation (EC) No 1946/2003 on transboundary movements of GMOs, exporters are
required to state in a document accompanying the GMO, which isto be transmitted to
the importer receiving the GMO:

= that it contains or consists of GMOs; and

= the unique identification code(s) assigned to those GMOs if suchcodes exist.

Article 12 further stipulates that for GMOs intended for direct use as food or feed, or
for processing, the above information must be supplemented by a declaration by the
exporter:
= gating that the GMOs are intended for direct use as food or feed, or for
processing and indicating clearly that they are not intended for deliberate
release into the environment; and
= giving details of the contact point for further information.




In the case of products consisting of or containing mixtures of GMOs to be used only
and directly asfood or feed, or for processing, the above identification requirements
may be replaced by alist of unique identifiers used to constitute the mixture.

Regulation 18292003 lays down rules on labelling of all GM food and feed. GM food
and feed has to be labelled as GM, except if they contain GM material in a proportion
no higher than 0.9% and if this presence is adventitious or technically unavoidable.

Under Regulation (EC) 1830/2003 of 22 September 2003 concerning the traceability
and labelling of genetically modified organisms and the traceability of food and feed
products produced from genetically modified organisms, business operators must
transmit and retain information about products that contain or are produced from
GMOs at each stage of the placing on the market. In particular, the Regulation
requires that:
= Qperators are to have systems and standardised procedures in place to identify
to whom and from whom products are made available; and
= in the case of products consiging of or containing mixtures of GMOs to be
used only and directly as food or feed or for processing, written information
on the unique identifier(s) assigned to the GMOs of which the product consists
or which are contained in it, may be replaced by a declaration of use by the
operator, accompanied by alist of the unique identifiers for all those GMOs
that have been used to constitute the mixture.

In Regulation (EC) No 65/2004 of 14 January 2004, the EC has established a system
for the development and assignment of unique identifiers for genetically modified
organisms. The Regulation adopts the format developed by the OECD for Unique
Identifiers for Transgenic Plants, which in mid-April 2004 became mandatory for the
EC’ s domestic regulatory framework for GMOs. Moreover, the EC has extended use
of this format to unique identifiers for genetically modified micro-organisms and
animals pending the development and adoption of any other specific format at an
international level. The EC considers the use of the unique identifier asakey to
access information available on the Biosafety Clearing-House.

The EU internal standards are subject to review on the same (two- year) time scale as
the determination of detailed requirements under the Protocol for the purposes of
Article 18(2)(a). This review will take account of any detailed requirements agreed by
Parties to the Protocol on identification of LMOs.

In relation to Article 18(2)(b), the EC has wishes to recall that EC legidation contains
rules on identification of GMOs that are destined for contained use, in line with the
Protocol. Regulation No (EC) 1946/2003 on transboundary movements of genetically
modified organisms requires exporters of GMOs destined for contained use to state in
accompanying documentation

= that it contains or consists of GMOs;

= the unique identification code(s) assigned to those GMOs if such codes exist;
In addition, this information shall be supplemented by a declaration by the exporter
which shall specify:

= any requirements for the safe handling, storage, transport and use of the

GMOs, and
= the contact point for further information, including the name and address of




the individua or institution to whom or which the GMOs are consigned.

In relation to Article 18(2)(c), the EC has put in place rules that require exporters of
GMOs destined for deliberate release into the environment to ensure that
documentation accompanying the GMO states:
= that it contains or consists of GMOs; and
= the unique identification code(s) assigned to those GMOs if suchcodes exist;
In addition, this information shall be supplemented by a declaration by the exporter
which shall specify:
= theidentity and relevant traits and characteristics of the GMOs;
= any requirements for the safe handling, storage, transport and use of these
GMOs,
= the contact points for further information and, as appropriate, the name and
address of the importer and exporter; and
= adeclaration that the movement isin conformity with the requirements of the
Protocol applicable to the exporter.

The above requirements regarding identification and documentation of GMOs as per
Article 18 are to be without prejudice to other specific requirements imposed by EC
legidlation and to international identification requirements to be developed in
accordance with Article 18 of the Protocol.

Article 19— Competent national authorities and national focal points

See question 1 regarding provision of information to the Biosafety Clearing-
House.

Article 20— Information-sharing and the Biosafety Clearing-House

Seequestion 1 regarding provision of information to the Biosafety Clearing-
House.

1. In addition to theresponseto question 1, please describe any further details
regarding your country’sexperiences and progressin implementing Article 20,
including any obstaclesor impediments encounter ed:

The EC appointed the Joint Research Centre (JRC) of the European Commission as
the European Community BCH Foca Point in January 2004. According to BS-1/3,
BCH National (and/or regional, institutional) Focal Points liaise withthe Secretariat
regarding issues of relevance to the development and implementation of the Biosafety
Clearing-House, including information clearance before publication to the BCH
central portal, liaison with the Secretariat regarding the technical aspects (layout,
system, database) of national participation to the Biosafety Clearing-House. In this
respect, the JRC has contributed to the work of the Informal Advisory Committee
(IAC) of technical experts on the BCH, collaborating with the review of the first year
activity of the BCH central portal which was undertaken with a view to defining the
medium-to-long term programme of work. The JRC also organised a meeting among
the BCH national Focal Points in the Member States aimed at reviewing and defining
the modalities of collaboration. As afirst activity undertaken by the JRC, the
interoperability with the central BCH portal with a push mechanism was tested by




implementing a prototype using open source development and deployment
environments. The possibility to extend such a framework to providing
interoperability among the BCH FPs in the EU will be further explored. On a more
operationa level, the JRC has introduced the necessary data to the central portal using
the Management Centre where necessary.

Article 21 — Confidential information

1. Does your country have proceduresto protect confidential information
received under the Protocol and that protect the confidentiality of such
information in a manner no lessfavourable than itstreatment of confidential
information in connection with domestically produced living modified
organisms? (Article21.3)

a) yes

b) no

2. If you were a Party of import during thisreporting period, did you permit any
notifier to identify information submitted under the procedures of the Protocol
or required by the Party of import as part of the advance informed agreement
procedurethat wasto betreated as confidential? (Article 21.1)

a) yes

If yes, please give number of cases

b) no

¢) not applicable — not a Party of import X

3. If you answered yes to the previous question, please provide information on
your experience including description of any impediments or difficulties
encounter ed:

EU legidation on GMOs contains confidentiality provisions that apply equally to
domestic and foreign producers of GMOs,

Article 25 of Directive 2001/18/EC on the deliberate release into the environment of
GMOs stipul ates that the European Commission and the Member States shall not
divulge to third parties any confidential information notified or exchanged under this
Directive and shall protect intellectual property rights relating to the data received.
The Directive alows the notifier to indicate the information in the notification that
should be treated as confidential, provided that verifiable justification is given in such
cases. Decisions on which information will be kept confidential are taken by the
competent authority of Member States after consultation with the notifier. Exemptions
from the confidentiality clause include:

General description of the GMO or GMOs, name and address of the natifier,




purpose of the release, location of release and intended uses;

Methods and plans for monitoring of the GMO or GMOs and for emergency
response;

Environmental risk assessment.

Article 30 of Regulation (EC) No 1829/2003 on genetically modified food and feed
allows applicants to indicate which information submitted under the Regulation they
wish to be treated as confidential, based on verifiable justification. The European
Commission determines, after consultation with the applicant, which information
shall be kept confidential, excluding the following:
Name and composition of the GMO, food or feed and, where appropriate,
indication of the substrate and the micro-organism;
General description of the GMO and the name and address of the authorisation
holder;
Physico-chemical and biological characteristics of the GMO, food or feed;
Effects of the GMO, food or feed on human and animal health and on the
environment;
Effects of the GMO, food or feed on the characteristics of animal products and
its nutritional properties;
Methods for detection, including sampling and identification of the
transformation event and, where applicable, for the detection and
identification of the transformation event in the food or feed;
Information on waste treatment and emergency response.

Article 16 of Regulation (EC) No 1946/2003 on transboundary movements of GMOs
obliges the European Commission and the Member States not to divulge to third
parties any confidential information received or exchanged under this Regulation. It
allows the exporter to indicate the information in the notification that should be
treated as confidential, provided that justification is given in such cases. However, the
following inf ormation is excluded from the confidentiality clause:
- Name and address of the exporter and importer

Genera description of the GMO or GMOs

A summary of the risk assessment of the effects on the conservation and

sustainable use of biological diversity, taking into account risks to human

health

Any methods and plans for emergency response.

4. 1T you were a Party of export during thisreporting period, please describe any
impedimentsor difficulties encountered by you, or by exportersunder your
jurisdictionif information is available, in the implementation of the
requirementsof Article 21.

Not applicable - not a Party of export during the reporting period.

Article 22 — Capacity-building




1. If adeveloped country Party, during thisreporting period hasyour country
cooper ated in the development and/or strengthening of human resour ces and
institutional capacitiesin biosafety for the purposes of the effective
implementation of the Protocol in developing country Parties, in particular the
least developed and small island developing States among them, and in Parties
with economiesin transition?

a) yes (please give details below) X

b) no

b) not applicable — not a devel oped country Party

2. If yes, how has such cooperation taken place:

The EC and its Member States have contributed to capacity-building initiatives in the
field of biosafety for the effective implementation of the Protocol in developing
country Parties as well as in Parties with economies in transition. The European
Commission has co-financed the workshop on capacity building on Article 18 of the
Cartagena Protocol held in November 2004 in Bonn, Germany. Moreover, the EC has
cooperated in the following four projects during the reporting period:

1. EU Twinning Project PL 01/EN/IB/03— “Biologica Safety System in Poland’

The overall objective isto assist Poland in improving the administrative capacity in
the field of biologica safety by development of a national biosafety system in line
with EU standards which covers the contained use of GMO as well as their deliberate
release into the environment and placing on the market. The main project components
are: 1) Project Inception Phase, 2) Legal review and assessment of the state of
approximation of the Polish legidlation to the EC’ Acquis Communautaire; 3)
Decison-Making; 4) Inspection; 5) Assistance in establishing accredited laboratories;
6) Assistance in establishing an electronic information system; and 7) Assistance in
promoting public information and public participation. The EC has provided $1.7
million funding from its PHARE programme to support this project over the period of
November 2002 to November 2004.

2. Capacity Building Opportunity JRC/WHO Joint Manual on Analysis of Food
Samples for the Presence of GMOs

The EC and the World Health Organisation have collaborated since 2000 in the
organisation of training courses on detection techniques for GMOs in foods. The aim
isto provide analytical biotechnology skills to food control |aboratory staff and to
promote the use of validated and harmonised methods for detecting, identifying and
quantifying GMOs. As part of thisjoint effort, training courses have been held in the
WHO European Region, including Central and Eastern European economiesin
transition.

A manud has been developed to assist relevant laboratory personnel with a good level
of analytical knowledge, but with no or little expertise in this specific domain to
become accustomed with molecular detection techniques, and to help them adapt their




facilities and wor k programmes to include analyses which comply with regulatory
instruments in the field of biotechnology. The specific objectives of the project are 1)
to provide theoretical and practical information on the methodol ogies and protocols
currently used and 2) to assist in the diffusion and dissemination of skillsin GMO
detection and quantification, taking into account the context of the different working
environments and individual needs.

3. EC-JRC Training Course on Analysis of Food Samples for GMOs;
October/November 2003; Godolo, Hungary.

The objective of the training course was to assist the staff of control laboratories to
become accustomed with molecular detection techniques, and to help them to adapt
their facilities and work programmes to include analyses to comply with worldwide
regulatory actsin the field of biotechnology. The course is intended to teach
molecular detection techniques to laboratory personnel that have a good level of
analytical knowledge, but that have no or little expertise in this specific domain. The
areas covered include:

a) DNA extraction from raw and processed materials;

b) Screening of foodstuffs for the presence of GMOs by simple Polymerase Chain
Reaction and by nested Polymerase Chain reaction;

¢) Quantification of GMOs in ingredients by reaktime Polymerase Chain Reaction;
d) Quantification of GMOs in ingredients by the Enzyme-linked Immunosorbent
Assay.

The October 2003 course was open especialy to the EU Accession Countriesin the
context of the enlargement of the EU, including Eastern European economiesin
trangition.

4. European Network of Genetically Modified Organisms (GMO) Laboratories

The EC’ s Joint Research Centre has acted as a catalyst for bringing national GMO
laboratories together by establishing the European Network of Genetically Modified
Organisms (GMO) Laboratories. The Network develops methods for tracing GMOs
and provides free electronic access to this information to al interested parties,
including from developing countries and economies in transition.

5. EC Research Funding

EC research funds provide opportunities for capacity building-related research,
particularly under the Sixth Framework Programme for EU research, Priority 5 “Food
quality and safety” and “Research for policy support”. During the reporting period
two international cooperation projects were supported on GM oilseed breeding and Bt
cotton management, both with Chinese partner organisations. International
cooperation will continue to be a priority for Food, Agriculture and Biotechnology
research under the Seventh Framework Programme (announced in April 2005) and
will provide further opportunities for promoting capacity building.

6. The European Commission (DG Development) in 2005 funded a study on
"Guidelines for Green, White, Blue and Red Biotechnologies' with the purpose of
proposing practical operational guidelines to assist decision-makers considering EU
support for pro poor biotechnologies in developing countries.




|

3. If adeveloping country Party or a Party with an economy in transition, have
you benefited from cooperation for technical and scientific training in the proper
and safe management of biotechnology to the extent that it isrequired for
biosafety?

a) yes— capacity-building needs fully met (please give details below)

b) yes— capacity-building needs partially met (please give details below)

C) no — capacity-building needs remain unmet (please give details below)

b) no — we have no unmet capacity-building needs in this area

€) not applicable — not a developing country Party or a Party with an economy in
transition

4. If a developing country Party or a Party with an economy in transition, have
you benefited from cooperation for technical and scientific training in the use of

risk assessment and risk man agement for biosafety?

a) yes— capacity-building needs fully met (please give details below)

b) yes— capacity-building needs partially met (please give details below)

C) no — capacity-building needs remain unmet (please give details below)

b) no — we have no unmet capacity-building needs in this area

€) not applicable — not a developing country Party or a Party with an economy in
transition

5. If adeveloping country Party or a Party with an economy in transition, have
you benefited from cooperation for technical and scientific training for
enhancement of technological and institutional capacitiesin biosafety?

a) yes— capacity-building needs fully met (please give details below)

b) yes— capacity-building needs partially met (please give details below)

C) no — capacity-building needs remain unmet (please give details below)

b) no — we have no unmet capacity-building needs in this area

€) not applicable — not a developing country Party or a Party with an economy in
transition




6. Please provide further details about your responsesto the above questions, as
well as description of your country’s experiences and progressin implementing
Article 22, including any obstacles or impedimentsencountered:

INo further comments.

Article 23 — Public awareness and participation

1. Doesyour country promote and facilitate public awar eness,
education and participation concer ning the safe transfer, handling
and use of living modified organismsin relation to the conservation
and sustainable use of biological diversity, taking also into account
risksto human health? (Article 23.1(a))

a) yes— significant extent X
b) yes— limited extent
C) ho
2. If yes, do you cooperate with other States and inter national bodies?
X

a) yes— significant extent

b) yes— limited extent

C) ho

3. Doesyour country endeavour to ensurethat public awareness and education
encompass access to infor mation on living modified organismsidentified in
accor dance with the Protocol that may beimported? (Article 23.1(b))

a) yes— fully X

b) yes— limited extent

C) ho

4. Does your country, in accordance with its respective laws and regulations,
consult the public in the decision-making process regarding living modified
organisms and make the results of such decisions available to the public? (Article
23.2)

a) yes— fully X

b) yes— limited extent

c) no




5. Has your country informed its public about the means of public accessto the
Biosafety Clearing-House? (Article 23.3)

a) yes— fully X

b) yes— limited extent

C) ho

6. Please provide further details about your responsesto the above questions, as
well as description of your country’s experiences and progressin implementing
Article 23, including any obstacles or impediments encounter ed:

EC legidation on GMOs promotes public awareness and participation as an integral
part of its regulatory framework. EC legidation on traceability and labelling of GMOs
authorised in the EC is specifically aimed at ensuring that accurate information is
available to the public. Moreover, the EC is Party to the Aarhus Convention on
Access to Information, Public Participation in Decision-making and Access to Justice
in Environmental Matters (signed in 1998 and ratified in 2005). The main legal
instrument to align EU Member States |egislation with the provisions of the Aarhus
Convention on access to information is Directive 2003/4/EC of 28 January 2003 on
public access to environmental information and repealing Council Directive
90/313/EEC. To further support citizens' rights of access to information, the EC has
also adopted Directive 2003/35/EC on public participation, Regulation 1049/2001 of
30 May 2001 regarding public access to European Parliament, Council and
Commission documents and Regulation 1642/2003 of 22 July 2003, amending
Regulation 178/2002 laying down the general principles and requirements of food
law, establishing the European Food Safety Authority and laying down proceduresin
matters of food safety.

Article 9 of Directive 2001/18/EC on the deliberate release into the environment of
genetically modified organisms stipulates that Member States shall consult the public
and, where appropriate, groups on the proposed deliberate release of GMOs into the
environment for any other purpose than for placing on the market. In doing so,
Member States shall lay down arrangements for this consultation, including a
reasonable time-period, in order to give the public or groups the opportunity to
express an opinion. Member States are to make available to the public information on
al intentional releases of GMOs into the environment in their territory, and the
Commission shall make available to the public the information contained in the
system of exchange of information established within the EC.

In cases of GMO natifications for placing on the market of GMOs as or in products,
Article 24 of Directive 2001/18/EC stipulates that the Commission makes available to

the public the summary dossier that is to accompany rotifications for placing on the
market of GMOs or a combination of GMOs as or in products. It also provides for the

Commission to make available the assessment report issued by the national authority
of the Member State which received the notification.

Regulation (EC) No 1829/2003 on genetically modified food and feed establishes a




register of genetically modified food and feed authorised under this Regulation,
including product specific information. It makes non-confidential data available to the
public. Article 5 of the Regulation stipulates that the European Food Safety Authority
receiving from national authorities an application for authorisation for placing on the
market of GM food shall make a summary of the application available to the public.
The public can make comments to the Commission on the authority’ s opinion.
Monitoring plans are to be made available to the public after deletion of any
information identified as confidential. Similar provisions exist with regard to the
authorisation of GM feed (Article 17). Access to information held by the European
Food Safety Authority in relation to procedure under Regulation 1829/2003 should be
provided according to Regulation 1049/2001.

Directive 90/219/EEC on the contained use of GM micro-organismsin conjunction
with Directive 98/81/EC amending Directive 90/219/EEC states that EU Member
States may provide, where appropriate, that the public shall be consulted on any
aspect of proposed contained use. It includes a requirement that information on
emergency plans and safety measures to be taken in the event of an accident is made
publicly available.

With regard to transboundary movements of GMOs, Article 6 of Regulation (EC) No
1946/2003 requires the Commission to make available to the public all non-
confidential documents related to notifications of exports of GMOs to third countries.
In cases of unintentional transboundary movements of GMOs, Article 14 requires
Member States to take the appropriate measures to inform, among others, the public
about the movement.

The EC maintains online information system that provide the public with upto-dae
information on the legidative framework for GMOs, applications for GMO
authorisations and imports, decisions taken by relevant authorities, the results of
environmental risk assessment and measures provided as part of risk management.
The EC’'s main information porta for these purposesis:
= The Biotechnology and GMOs Information Website, which can be accessed
a: http://gmoinfo.jrc.it/default.asp
Further information sites include:
= Biotechnology and GMOs Unit website: http://biotech.jrc.it/
= Community Reference Laboratory for GM Food and Feed: http://gmo-
crl.jrc.it/
= Directorate-General Environment’s Biotechnology portal:
http://europa.eu.int/comm/environment/biotechnology/index en.htm
= European Food Safety Authority: http://www.efsa.eu.int/index en.html
= European Community Biodiversity Clearing-House Mechanism:
http://biodiversity-chm.eea.eu.int/

The EC is currently supporting a new internet-based information system, ‘GMO-
Compass, which provides the public with information about the benefits and risks of
GMOs. The siteisto contain information about risk analysis, risk assessment and
management, aswell as political, legal and socio-economic aspects. The website can

be accessed at: http://www.gmo-compass.org/eng/home/

Information on GMO regulation is also provided through summary documents and




infor mation brochures that are available to the public, including ‘ Questions and
Answers on the Regulation of GMOs in the European Union’, which is available at
http://europa.eu.int/comm/food/f ood/bi otechnol ogy/gmfood/ganda en.pdf

Article 24 — Non-Parties

Seequestion 1 regarding provision of information to the Biosafety Clearing-
House.

1. If there have been transboundary movements of living modified or ganisms
between your country and a non-Party, please provide information on your
experience, including description of any impediments or difficulties encountered:

Notification requirements of the exporter to the competent authority of the Party of
import established by Regulation (EC) No 1946/2003 apply regardless of whether the
country of import is a Party or a non-Party to the Protocol. Copies of the respective
documents are, inter alia, sent to the European Commission (Article 6). Since entry
into force of Regulation (EC) No 1946/2003 in November 2003, numerous copies of
export notifications for LMOs intended for deliberate release into the environment to
non-Parties have been received. In practically al instances, these notifications relate
to the export of LMOs for use in small-scale field trials; hardly any to LMOs intended
for commercial use.

Article 25— Illegal transboundary movements

See question 1 regarding provision of information to the Biosafety Clearing-
House.

1. Hasyour country adopted appropriate domestic measuresto prevent and
penalize, as appropriate, transboundary movements of living modified
organismscarried out in contravention of itsdomestic measures? (Article 25.1)

a) yes X

b) no

2. Please provide further details about your responseto the above question, as
well as description of your country’s experiencesin implementing Article 25,
including any obstacles or impediments encounter ed:

According to Directive 2001/18/EC, it is the Member States that are obliged to take
domestic measuresto prevent and penalize illegal transboundary movements of
GMOs. European legidation contains explicit obligations on Member Statesto lay
down rules on penalties applicable to infringements of the provisions of European
regulations. It further states that these penalties shall be effective, proportionate and
dissuasive. Specific requirements on Member States to determine penalties applicable
to breaches of European and national GM O regulations can be found in:

Article 33 of the Directive 2001/18/EC on the deliberate release into the

environment of GMOs;




Article 18 of Regulation (EC) No 1946/2003 on transboundary movements of

genetically modified organisms; and

Article 45 of Regulation (EC) No 1829/2003 on genetically modified food and

feed.
Article 53 of Regulation (EC) No 178/2002 laying down general principles and
requirements of food law, establishing the European Food Safety Authority and laying
down procedures in matters of food safety provides for the possibility to adopt
appropriate Community emergency measures for food and feed imported from a third
country in order to protect human health, animal health and the environment, where
the risk, can not be contained satisfactorily by means of measures taken by the
Member States concerned. On this lega basis the Commission adopted on 18 April
2005 emergency measures regarding imports of the non-authorised genetically
modified organism Bt10 in maize products.

Article 26 — Socio-economic considerations

1. If during thisreporting period your country hastak en a decision on import,
did it takeinto account socio -economic consider ations arising from the impact of
living modified organismson the conser vation and sustainable use of biological
diversity, especially with regard to the value of biological diversity to indigenous
and local communities? (Article 26.1)

a) yes— significant extent

b) yes— limited extent

¢) not at European Community level

d) not a Party of import

2. Hasyour country cooper ated with other Partieson research and infomation
exchange on any socio-economicimpacts of living modified or ganisms, especially
on indigenous and local communities? (Article 26.2)

a) yes— significant extent

b) yes— limited extent

X

) not at European Community-level

3. Please provide further details about your responses to the above questions, as
well as description of your country’s experiences and progressin implementing
Article 26, including any obstacles or impedimentsencountered:

Socio-economic considerations have been relevant at Member State level for the
guestion of coexistence. The European Commission has issued a Recommendation
on 23 July 2003 on guidelines for the development of national strategies and best
practices to ensure the coexistence of genetically modified crops with conventional




and organic farming. This non-binding Recommendation aims at ensuring that no
form of agriculture be excluded in the EU and that consumers are giving a choice with
regard to agricultural produce. However, it is the Member States that are to develop
measures for coexistence, informed by the guidelines provided by the European
Commission. Article 31 of the Directive 2001/18/EC states that the European
Commission is to submit a report on the operation of the provisions concerning
authorisations of GMO releases into the environment and bringing to market of
GMOs including an assessment of the socio-economic implications of deliberate
release and placing on the market of GMOs.

Article 28 — Financial mechanism and resources

1. Pleaseindicateif, during thereporting period, your government made
financial resources availableto other Partiesor received financial resourcesfrom
other Partiesor financial institutions, for the purposes of implementation of the
Protocol.

a) yes— made financial resources available to other Parties X

b) yes— received financial resources from other Parties or financia institutions

¢) both

d) neither

2. Please provide further details about your response to the above question, as
well as description of your country’s experiences, including any obstacles or
impedimentsencounter ed:

Other information

1. Please use this box to provide any other information related to articles of the
Protocol, questionsin the reporting format, or other issues related to national
implementation of the Protocol:

Nor further comments.

Comments on reporting format

Thewording of these questionsisbased on the Articles of the Protocol. Please
provide information on any difficultiesthat you have encountered in interpreting
thewor ding of these questions:

| No difficulties encountered.

Notes:




3/ If you fed that, in order to properly reflect the circumstances, it is necessary
to tick more than one box, please do so. In this case, you are encouraged to

provide further information in the text answers that follow.

4/ Please fed free to append to the report further information on any of the
guestions.

5/ The use of terms in the questions follows the meanings accorded to them
under Article 3 of the Protocol
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