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NOTIFICATION: OPTIONS FOR IMPLEMENTATION OF ARTICLE 8 WITH RESPECT TO REQUIREMENTS BY A PARTY OF EXPORT, TO ENSURE NOTIFICATION AND THE ACCURACY OF INFORMATION CONTAINED IN NOTIFICATION BY THE EXPORTER

Note by the Executive Secretary

I.
INTRODUCTION

1. Decision BS-I/12, on the medium-term programme of work, provides for the item “Notification” (Article 8 of the Protocol) to be considered at the second meeting of the Conference of the Parties serving as the meeting of the Parties to the Protocol.  It further specifies that consideration will focus on the options for implementing Article 8 with respect to requirements, by a Party of export, to ensure notification and the accuracy of information contained in the notification by the exporter. 

2. To assist the meeting in its consideration of this item, the Executive Secretary has prepared the present note which, through analysing elements of Article 8 and information on national laws with respect to notification requirements, identifies a modality of implementation of Article 8 for consideration by the second meeting of the Conference of the Parties serving as the meeting of the Parties to the Protocol.

II.
ARTICLE 8 AND ITS IMPLEMENTATION

A.
Elements of Article 8

3. In exploring options of implementation of Article 8, it may be necessary, first of all, to examine the elements embedded in that article.  Article 8 addresses the first step in the advance informed agreement (AIA) procedure, which applies prior to the first intentional transboundary movement of living modified organisms (LMOs) for intentional introduction into the environment of the Party of import.  It includes following components: 

(a) Who makes the notification? The primary obligation of notification to the Party of import lies with the Party of export, which arises at two levels: if the export is carried out by the State Party itself, the Party must provide notification of the proposed transboundary movement of living modified organisms to the Party of import; if the export is conducted by a private entity, the Party of export must take appropriate measures to require the exporter to make a notification;

(b) To whom is the notification addressed? The notification must be made to the competent national authority of the Party of import. 

(c) What are the contents and requirements of the notification? The notification must contain, at a minimum, the information specified in Annex I to the Protocol, which includes items such as the contact details of the exporter and the importer, identity of living modified organisms, taxonomic status, intended use, risk assessment report, suggested methods for the safe handling, storage, transport and use, regulatory status of the living modified organisms within the State of export, and declaration of correctness of the information provided. The Party of export also undertakes obligation to require, through its domestic legal framework, its exporter to provide accurate information to the Party of import. 

B.
National implementation

4. Following entry into force of the Protocol, some Parties have incorporated requirements of notification for exports of living modified organisms into their national legislation.  The notable examples gathered from the Biosafety Clearing-House (BCH) include: the European Community regulation on transboundary movements of genetically modified organisms (No. 1946/2003), Swiss ordinance on transboundary movements of genetically modified organisms, and Japan’s regulation related to the enforcement of the law concerning the conservation and sustainable use of biological diversity through regulations on the use of living modified organisms. 

5. One of the core elements in the European Community regulation is that the exporter is held directly responsible for carrying out notification to the competent authority of the country of import prior to the first intentional transboundary movement of a living modified organism intended for release into the environment.  It provides that “[e]xports of GMOs intended for deliberate release into the environment should be notified to the Party or non-Party of import, allowing it to make an informed decision based on a risk assessment carried out in a scientifically sound manner”, and “the notification should be ensured by the exporter.  The exporter should be responsible for the accuracy of the information provided in the notification”. 
/

6. Under the Swiss regulation, “[a]nyone who intends to export genetically modified organisms to a given country for the first time for use in the environment” is required to obtain the advance agreement of the competent national authority of the country in question 
/ and submit applications to the authority. 

7. With respect to the contents of the notification or application, both the European Community and Swiss regulations provide an annex that mirrors Annex I to the Protocol. 
/

8. Furthermore, according to the European Community regulation, the exporter is required to keep a record of such notification together with other documents such as the acknowledgement of receipt and the decision of the Party of import, for a period of five years, and send a copy of these documents to the competent authority of the member State from which the living modified organism is exported and to the European Commission. 
/  Similar provisions can also be found in the Swiss Ordinance by which the exporter must “keep a register recording each export, classified according to the type and quantity of the organism, the country of destination and the year of export”. 
/

9. In order to enforce the regulation, the European Community Member States are obliged to take punitive action if the exporter does not comply the with the provision of the Protocol.  The regulation requires the member States to “lay down the rules on penalties applicable to infringements of the provisions of the regulation and shall take all measure necessary to ensure that they are implemented.  The penalties provided for must be effective, proportionate and dissuasive.”
/  In the Swiss Ordinance, the Swiss Agency for the Environment, Forests and Landscape will monitor the implementation of the legal provisions on the export of genetically modified organisms for use in the environment and ensure that necessary measures are taken if there is any dispute over the export provisions. 
/ 

10. Japan’s regulation includes a chapter on measures concerning export, which stipulates that “a person who wishes to export living modified organisms shall, notify the importing country of the names of the types of living modified organisms to be exported, and other matters” and “[l]iving modified organisms shall not be exported unless the format of use of said living modified organisms and other matters stipulated in the ordinance of the competent ministries are identified on said living modified organisms or their packaging, container or consignment invoice, as stipulated in the ordinance of the competent ministries”.  Moreover, “the competent minister may, when living modified organisms have been exported in violation of the relevant requirements”, and “when recognizing that adverse effect on biological diversity could arise”, order the person who exported the living modified organisms to “recall or take other necessary measures, within the limits necessary to prevent adverse effect on biological diversity”. 
/

C.
Modality of implementation of Article 8

11. Analysis of Article 8 and the review of some national implementation legislation regarding notification requirements reveal an emerging modality of implementation of Article 8 where, in principle, a Party to the Protocol needs to translate the requirements into its national legislation.  Specifically, the legislation may include following elements:  

(a) Obliging exporters to make notifications to the competent national authorities of importing countries of the proposed shipment of living modified organisms that are intended for the introduction into the environment; 

(b) Outlining the contents of the notification which should, at a minimum, include items specified in Annex I to the Protocol;

(c) Making exporters responsible for the accuracy of the information provided in the notification;

(d) Applying necessary measures to enforce the regulation, for example, by imposing penalties for infringement of the legal requirements. 

III. recommendations

12. In considering options for implementing Article 8 with respect to requirements, by a Party of export, to ensure notification and the accuracy of information contained in the notification by the exporter, the Conference of the Parties serving as the meeting of the Parties to the Protocol may wish to adopt, on the basis of the elements identified in paragraph 11 above,  guidance on this matter in order to assist Parties in their implementation of this provision. 

13. Alternatively, since many Parties are still in the process of developing their national biosafety frameworks, it is expected that more information on implementation of Article 8 will be provided in the interim national reports which will be submitted by Parties before 11 September 2005 (decision BS-I/9). The Conference of the Parties serving as the meeting of the Parties to the Protocol may, therefore, consider keeping this matter under review with a view to further elaborating and developing options for implementation of Article 8 on the basis of national implementation experiences. 

----
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�/	Paragraphs 8 and 9 of the preamble of the European Community regulation on transboundary movements of genetically modified organisms. 


�/	Paragraph 6 of Article 6 of the ordinance on the transboundary movements of genetically modified organisms. 


�/	Article 4 and annex I of the European Community regulation on transboundary movements of genetically modified organisms; paragraph 2 and annex I of the Swiss ordinance. 


�/	Article 6 of the European Community regulation on transboundary movements of genetically modified organisms. 


�/	Article 7 of the Swiss ordinance. 


�/	Article 18 of the European Community regulation on transboundary movements of genetically modified organisms. 


�/	Article 11 of the Swiss Ordinance. 


�/	Articles 27 to 29 of Japan’s regulation related to the enforcement of the law concerning the conservation and sustainable use of biological diversity through regulations on the use of living modified organisms.
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