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Answer from Argentina to the points of view and relevant information regarding the requirements of each elements included in paragraph 2 a) of Article 18 of the Biosafety Protocol and the appropriate implementation of the requirement contained in the first sentence of that paragraph (paragraph 4, recommendation 2/10).

ARTICLE 18. HANDLING, TRANSPORTATION, PACKAGING AND IDENTIFICATION

Argentina is a large producer of genetically modified organisms and the adoption of biotechnology by Argentine farmers has led both to a substantial decrease in costs and to an increase in crop productivity. For this reason, we consider that it should be clearly stated that the purpose of this Protocol is to ensure the transfer, handling and use of Living Modified Organisms (LMOs) which may have adverse effects on the conservation and sustainable use of biological diversity, preventing these requirements from becoming restrictions or barriers for the transboundary movements of commodities and products.

A ‑ With reference to the first sentence in paragraph 2 a) of Article 18,

"Each party shall take measures to require that the documentation accompanying Living Modified Organisms that are intended for direct use as food or feed, or for processing, clearly identifies that their "may contain" living modified organisms and are not intended for intentional introduction into the environment, as well as a contact point for further information”.

Argentina considers that:

The term “commodity" defines those products that are produced in bulk and which are not specialized. They are commonly available elements which are undifferentiated since they are not considered as unique. Agricultural commodities include grains (such as corn, wheat and rice) and oilseeds (such as rapeseed and soybeans). Every year, billions of tons of agricultural commodities are shipped all around the world and practically every country in the earth is to a certain extent both an importer and an exporter of commodities.

The current international systems for the handling of commodities are complex due to the huge quantities, quality grades and products that are handled, and also to the number of importers and exporters that are involved. However, the basic structure of the commodities handling system is similar for all countries and commodities. All the way through, from the farm to the export elevator (and the import by a purchasing country), the basic purpose of the system is the same: to collect, commingle, store and transport large quantities of commodities.

From the point of view of producers and consumers, the strength of the current system for commodities lies in its capacity to provide a steady supply of low cost agricultural products to countries all around the world. In addition to the benefits associated with the provision of cheap bulky products, the currents mechanisms for commercial transactions involving commodities are also appropriately established and understood.

In addition to the buyer and the seller, the transport of commodities frequently includes many parties ‑ such as exporters, freighters and shipowners ‑ which may not be involved in the transaction (itself). Therefore, the processes established for all the transport, many of which have been institutionalized, lead to a higher efficiency, lower transaction costs and less delays

With reference to documentation used for commodities trade and due to the nature of the commercial transactions involving commodities, it is widely known that grain shipments are accompanied by different types of documents.

In view of this, Argentina considers that the commercial invoice is the most appropriate instrument to include the words "may contain" as required in article 18 2 a) of the Cartagena Protocol. In fact, the commercial invoice is used in all commercial transactions involving commodities.

With reference to the "may contain", it would be made up by:

1) An explicit reference to the fact that the products “may contain" living genetically modified organisms not intended for intentional introduction into the environment.

Some countries consider that the requirement "may contain" should cover specific events of LMOs that may be contained in the products. Argentina considers that this would exceed the requirements stated in article 18.2 a) due to the fact that all the information needed by an importer in order to make a decision should be available in the Biosafety Clearing House, as stated in article 11 of the Protocol, taking into account that the Biosafety Clearing House shall include all the LMOs that have been appoved for commercial use and also their risk assessments and safety information on each event.

2 A reference to contact points in case additional information should be asked for.

The "contact points" for further information should be, in first place, the representatives of those who are responsible in a particular foreign trade operation (firms).

Finally. Argentina considers that the identification "may contain" should necessarily provide clear information to importers in a way that is feasible for exporters using and taking into consideration the Biosafety Clearing House mechanism established in the Protocol and also the development of capacity building by each country. In case this is not accomplished, the advances made in the implementation of the Protocol shall be seriously delayed.

It is important to bear in mind that that the purpose of the Protocol is to ensure the transfer, handling and use of LMOs that may hate adverse effects on the conservation and sustainable use of biological diversity. For this reason, discussions should aim at finding the most effective and efficient way to implement the requirements stated in Article  18.2 a) for the export and import of LMOs, preventing these requirements from becoming a barrier to trade.

B ‑ With reference to the second sentence in paragraph 2 a) of article 18:

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 this Protocol.

Argentina considers that:

Given the nature of commodities trade, which has been briefly described above, it is highly difficult to deal with certain issues such as detailed specifications on identity and unique identification.

It is for this reason and due to the fact that up to now the mechanisms that include the requirements to use the first sentence in article 18.2 a) haven't even been put into practice and are being debated, that we believe that in first place will be useful to focus the debate in the implementation of the necessary requirements, as soon as the Cartagena Protocol entries into effect, and on the basis of such experience and bearing in mind the times scheduled in the text of the article, to work on this issue in a second instance.
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The Biosafety Protocol is intended to assist countries to safeguard their biodiversity when making decisions on the import of LMOs.  It facilitates the provision of information by which countries can:

· make scientifically sound and transparent case-by-case assessments about whether the import of an LMO (or group of LMOs) would pose any risks to their biodiversity; and

· take appropriate risk management action if necessary (based on those assessments).

It is important to recognise that the key source of such information under the Protocol will be the Biosafety Clearing House (BCH).   It is not intended that shipping documentation substitute for or duplicate the detailed information provided through the BCH.  There has appeared to be some confusion about this during recent intergovernmental discussions.  

For the functionality and credibility of the Protocol, it is essential that information under Article 18(2)(a) be:

· Clear and simple.  This would facilitate appropriate science-based decisions and avoid creating misunderstandings with importing parties.  It would also avoid unnecessary impediments to commerce through costly and overly-complex information requirements.  Information not needed to assist countries to make decisions under the Protocol’s regime, such as quality considerations, should not be required under Article 18(2)(a).

· Timely.  In line with the timeline agreed by participants at Montreal, Australia recalls the necessity of resolving the details of the information requirements in the first sentence by the time of entry into force of the Protocol.  This suggests a step-wise approach, with those elements on which a decision is required no later than two years after the date of entry into force, being left for subsequent consideration.

Specific Elements of Article 18(2)(a)

First Sentence 

· Nature of the information - Australia suggests that a standard statement be agreed to the effect that: 

This shipment may contain living modified organisms for direct use as food or feed, or for processing.  This shipment is not intended for intentional introduction into the environment.
On the basis of the specific commodity involved and the country of origin of the shipment are known, importing countries could use the Biosafety Clearing House database to review the information on potential LMOs that may be involved.

· Presentation of the information – Australia suggests that in line with the approach to 18(2)(b) and (c), such a statement could be provided on accompanying documentation provided by the originator and/or required by existing international documentation systems.

· Contact point – Australia suggests that in the first instance, the contact point be identified as a representative of the originating party, who would readily have basic information associated with details of the consignment.  Should additional information, such as the nature and safe handling of the LMOs, be sought by importers, they should draw on the Biosafety Clearing House database.

Second Sentence

Australia suggests that in line with the text of the Protocol, and the lack of agreement on the requirements of the first sentence, consideration should not be given to the detailed requirements referred to in the second sentence at this time.  An opportunity to draw on the experience of Parties with implementation of the requirements of the first sentence of Article 18(2)(a) would be an important input to these subsequent considerations.

Progress

Australia considers that a Meeting of Experts to clarify the elements of the first sentence of Article 18(2)(a) is a priority and would be prepared to ensure a suitable expert was made available to participate.

CANADA
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Views of Canada on the Requirements of Each Element of Article 18.2(a) and the Implementation of the First Sentence of Article 18.2(a):  documentation requirements for transboundary movement of living modified organisms intended for direct use as food or feed, or for processing

INTRODUCTION

Clarification of how the documentation provisions of the Cartagena Protocol on Biosafety will be implemented is essential for countries considering ratification of the Protocol.  Of particular importance at this time is the first sentence of Article 18.2(a) that must be ready for implementation at the time the Protocol enters into force.  It is in this context that Canada presents this paper in response to the request of the Executive Secretary for countries to present their views and appropriate information:

regarding the requirements of each element of paragraph 2(a) of Article 18 of the Protocol; and,

on the appropriate implementation of the requirement contained in the first sentence of that paragraph.

The paper begins with a summary of Canada’s views on the appropriate implementation of Article 18.2(a), followed by an analysis of the elements of the provision.  Throughout the paper the term "LMO FFPs" is used to mean "living modified organisms that are intended for direct use as food or feed, or for processing".

SUMMARY OF VIEWS

Canada believes strongly that the success of the Protocol in meeting its objective will depend upon the pragmatism with which countries implement its provisions.  In Canada’s view, the decision at COP/MOP 1 implementing the obligation contained in the first sentence of Article 18.2(a ) should be viewed as an interim one pending the decision referred to in the second sentence of Article 18.2(a). The ensuing process and resulting decision two years hence should take full account of experience gained. However, the clear priority for the Protocol at this time is the appropriate implementation of the first sentence required immediately upon the Protocol entering into force. 

Implementation of the first Sentence

In Canada’s view the first sentence of Article 18.2(a) should be implemented as follows:

Each party must apply measures which legally obligate exporters within its jurisdiction to ensure that certain prescribed documentation accompanies intentional transboundary movements of LMO FFPs.

Intentional transboundary movement includes both:  (1) shipments comprised of LMO FFPs; and (2) shipments comprised of non‑LMO products intentionally commingled with LMOs, where such shipments are intended for direct use as food or feed, or for processing.

Currently, intentional transboundary movements of products intended for direct use as food or feed, or for processing, regardless of whether they are LMO or not, are accompanied by documentation.  The information required under Article 18.2(a) should be included in the existing exporter generated documentation that accompanies transboundary movements of LMO FFPs. The documentation should be amended to include a statement along the following lines:

"CARTAGENA PROTOCOL ON BIOSAFETY INFORMATION: This shipment is intended for direct use as food or feed, or for processing and may contain Living Modified Organisms.  This shipment is not intended for intentional introduction into the environment.  Further information on this shipment may be obtained from the contact point(s) identified above." 

Canada remains open to considering Protocol-specific documentation in the future.

Implementation of the second sentence

Specification of identity and any unique identification are the only two elements elaborated in the second sentence of Article 18.2(a) . An implicit element of the second sentence is a review of the effectiveness of the measure taken under the first sentence.

Implementation of the first sentence will be undertaken by Parties acting on a recommendation by the ICCP that is adopted by the first COP/MOP.  Canada views the provision in the second sentence as the means by which Parties will be able to review the implementation of the recommendation and determine whether the recommendation meets the needs of the Parties in fulfilling obligations under Article 18.2(a). 

Canada would recommend that a process be established by which Parties/governments report in a timely fashion on the effectiveness of the implementation of the recommendation adopted by COP/MOP 1 to ensure an appropriate level of review in the ongoing process of consideration of detailed requirements.

The report by Parties could include analyses of the requirements for the documentation to be clear, accessible, user friendly and meet the requirements to fulfill the obligations under Article 18.2(a). 

The second sentence also calls for consideration of specification of the identity of LMOs intended for direct use as food or feed, or for processing, and consideration of any unique identification for such LMOs without prejudice to any decision by the COP/MOP on detailed requirements for implementing the measure on documentation. Canada is cognizant of work being undertaken in several intergovernmental fora on the topic of identification of LMOs, and is of the opinion that this work should be taken into consideration in the ensuing process of considering issues necessary to take the decision referred to in the second sentence.

One possible outcome of the decision making process two years following entry into force could be confirmation that the interim arrangement should be maintained beyond the two year period.

ANALYSIS

Implementation of Article 18.2(a) must be considered in the context of the Protocol as a whole as well as take into account the circumstances under which the transboundary movement of the LMO FFPs takes place.

Article 18.2, Chapeau

The chapeau of Article 18.2 contains three elements: that (i) "each Party" (ii) "shall take measures to require"(iii) "documentation accompanying..."  The following section considers each of these in turn.

Role of Parties -- Article 18.2 is directed at "each Party", but it does so without providing clear guidance regarding in what capacity each Party is to act, i.e., as a Party of import, or Party of export, or both.  In time, many Parties will find themselves in the position of being Parties of import and export.  In Canada’s view, this provision should be applied by all Parties as an export requirement .   

Nature of Measures -- Turning to the nature of government action, Article 18.2 obligates each Party to "take measures to require" that documentation accompanies intentional transboundary movements of LMO FFPs.  In other words, Parties must require that  documentation accompanies transboundary movements of LMO FFPs.  In Canada’ s view this must be done through legal measures.  In Canada’s case, it is envisioned that this would be done through government regulation applicable to the exporter.

Form of Documentation -- In Canada’s view, Article 18.2(a) documentation accompanying LMO FFPs should originate with the exporter on the basis that exporters are in the best position to have information on the shipment.  This can be accommodated easily by amending existing exporter documentation to include a standard Cartagena Protocol on Biosafety statement as indicated in Summary of Views.

First sentence of Article 18.2(a)

The first sentence of Article 18.2(a) contains several elements, beginning with a preliminary clause defining its scope of application, i.e., "living modified organisms that are intended for direct use as food or feed, or for processing".  This is followed by a description of the information which must be contained in the accompanying documentation:


(i) 
 "that they ‘may contain’ living modified organisms";


(ii) 
 "and are not intended for intentional introduction into the environment"; and a,


(iii) 
 "contact point for further information".

Scope -- The scope of the Protocol extends only to LMOs.  Moreover, the focus of the Protocol and Article 18 in particular is on intentional transboundary movements of LMOs.  This intent is made clear, for example, through specific references in the Protocol’s definitions of "import" and "export" as well as in the first paragraph of Article 18 to "intentional transboundary movements".  Hence, Article 18.2(a) documentation requirements apply only to intentional transboundary movements of LMOs  intended for direct use as food or feed, or for processing.

Intentional transboundary movements of LMO FFPs will fall into two general groupings:    (1) shipments comprised of LMO FFPs; and (2) shipments comprised of  non‑LMO  products intentionally commingled with LMOs, where such shipments are intended for direct use as food or feed, or for processing.

May contain – The requirement that intentional transboundary movements of LMOs must be accompanied by documentation stating that they "may contain" LMOs may appear counterintuitive at first.  However, a large majority of the volume of LMOs being shipped internationally today does so via bulk grain collection and distribution systems.  The associated efficiencies of this system are gained, inter alia, through accumulating product from a large number of points of production/distribution thereby intentionally commingling products of various genetic, sometimes LMO, origin.  Where such bulk systems are used and there is commercial LMO production of the same species or type in the country of export, transboundary movements from that country may in fact contain LMOs.

Intended use – The required statement that these shipments are "not intended for intentional introduction into the environment" clearly distinguishes LMO FFPs from LMOs subject to AIA and the more detailed requirements of Article 18.2(c).  The inclusion also of a positive statement that these shipments are "intended for direct use as food or feed, or for processing" adds further clarity.

Contact point –  In Canada’s view the exporter, as the generator of the accompanying documentation, will usually be the most appropriate contact for further information about a specific transboundary movement.

Second Sentence of Article 18.2(a)

The second sentence of Article 18.2(a) requires Parties to take a decision two years following entry into force of the Protocol.  While the clear priority today is implementation of the first sentence, Canada looks forward to the ensuing process of considering issues necessary to take the decision referred to in the second.  Of course, this process should not presuppose the effectiveness or the sufficiency of the requirements already contained in the first sentence.  
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Current situation in the Czech Republic

The Czech Republic was one of the first countries that have ratified the Cartagena protocol on Biosafety. The instrument of ratification was deposited with the Secretary-General of the United Nations on October 8, 2001. 

Legislation
The “Act No. 153/2000, on the Use of Genetically Modified Organisms and Products and Amendment of Some Related Acts” entered into force on January 1, 2001. The Act together with three implementing Decrees covers the contained use, deliberate release into the environment and placing on the market of GMOs and products containing or consisting of GMOs, including the export and import thereof. The main provisions of the Cartagena Protocol on Biosafety are included in the Act.

An Amendment to the Act on GMOs transposing the provisions of the EU Directive 2001/18/EC on the deliberate release into the environment of genetically modified organisms and repealing Council Directive 90/220/EC and the provisions of the Cartagena Protocol not transposed in the current legislation is under preparation in 2002. It should come into effect at the beginning of 2003.

According to the Act on GMOs all subjects using GMOs are obliged to submit a notification to the Ministry of the Environment before starting any activity concerning GMOs. 

State Administration

The Ministry of the Environment is the Competent Authority on the use of GMOs and on biosafety issues in the Czech Republic. It co-operates with the Ministry of Health in respect of risks for human health and with the Ministry of Agriculture as the agricultural risks, animal health, crops and feed-stuffs are concerned. The Czech Commission for the Use of GMOs and  Products was established as an advisory body to the Ministry of the Environment, to deal with various aspects of the use of GMOs and biosafety.

The main Authority on state supervision of the use of GMOs is the Czech Environmental Inspection. It co-operates with other state supervision bodies in fulfilling this task, e.g. with Customs Offices. 

Information System

The lists of approved GMOs and users are published periodically in the Official Journal of the Ministry of the Environment (in printed form) according to the law. These lists plus the relevant legislation, including the methodology of risk assessment, and the information on the use of GMOs are available to the public at the web-site of the Ministry of the Environment (address: www.env.cz). This information is currently updated. The English version of the GMOs web pages is being prepared. The relevant information is also regularly provided to the international organisations, eg. OECD, for their databases and information system.

The provisions of the above mentioned Act No. 153/2000 on the Use of Genetically Modified Organisms and Products and Amendment of Some Related Acts relevant to the paragraph 2 (a) of Article 18 of the Cartagena Protocol on Biosafety:

(Handling, Transport, Packaging and Identification)

Requirements for packaging, labelling and identification of GMOs and products are set down in the article 9 Placing on the Market.

Conditions for import, export and transit of Genetically Modified Organisms and products including accompanying documentation are set down in the article 10.

The competence and responsibilities of the Czech Environmental Inspection and Customs Offices are set down in the articles 17 and 18.
# 10

(1) Genetically modified organisms and products that have not been placed on the market

 in the  Czech Republic may be imported, exported or placed in transit only by a user registered in 

the List of  Users, in the manner and within the scope of use of genetically modified organisms 

and products as set forth in the registration in the List of Users. 


(2) Every person that imports, exports or places in transit a genetically modified organism or product, registered in the List of GMOs authorised for placing on the market, shall be obliged to provide for compliance with all the conditions laid down in the decision on the registration of the genetically modified organism or product in the List for placing on the market, and in particular its packaging and labelling.

(3) Imported and exported genetically modified organisms and products and genetically modified organisms and products in transit must have on the packing a visible label clearly stating "genetically modified organism" or "this product contains a genetically modified organism"; this text in the Czech language and in the language of the country of destination must also appear in the accompanying documents.

(4) The accompanying documents of imported or exported genetically modified organisms and products or genetically modified organisms and products in transit must, in case of a genetically modified organism or product that has not yet been registered for placing on the market in the Czech Republic, contain a copy of the decision on registration of the user in the List of Users and a copy of the decision on registration of the genetically modified organism in the relevant List of authorised GMOs, an emergency response plan and the result of risk assessment. If a genetically modified organism or product registered for placing on the market in the Czech Republic is involved, the accompanying documents must contain all the information mentioned in the registration in the List for placing on the market.

(5) The special legal regulations laying down the conditions for import, export and transit shall be in no way prejudiced by the provisions of paragraphs 1 to 4.

# 17

The Czech Environmental Inspectorate 


(1) The Inspectorate shall

a) control how legal persons and natural persons comply with the provisions of the legal regulations and with the conditions laid down by the decisions of the Ministry of the Environment, Czech Republic, related to the use of genetically modified organisms and products, from the standpoint of the environment, and cooperate with the customs authorities;

b) impose on legal persons and natural persons remedial measures and penalties for infringement against obligations pursuant to this Act,

c) carry out inspections on its own or in cooperation with other relevant administrative authorities.


(2) Inspectors of the inspection shall be entitled to enter the properties and premises to the absolutely necessary extent, to carry out inspection pursuant to paragraph 1. In this, they must provide authorization to carry out the inspection. The state shall be liable for any damage caused by the inspection; it may not relieve itself of this liability.

# 18

The Customs Authorities
The customs authorities shall

a) control consignments that are declared as genetically modified organisms or products at border crossing points, to ensure that they are accompanied by the appropriate documents pursuant to this Act and the special legal regulations for transit, export and import,

b) impound the goods, in case of discovery of any infringement against this Act or in case of suspicion thereof, inform the Inspection and the Ministry thereof and, in case of doubt, ask the Inspection for professional assistance,

c) keep records of all consignments of genetically modified organisms and products allowed to cross the border and enable the employees of the Ministry and Inspection to peruse such records, make excerpts therefrom, copy information or make copies thereof, including providing this evidence in electronic form or by e-mail.

Recommendations by the Czech Customs Offices as regards information required in paragraph 2 (a) of Article 18 of the Cartagena Protocol on Biosafety

The required information should be extended to include the following information:

ad a)  
- identification of  an importing and exporting subject (name, address)

· identification of the consignment in respect of the specification LMO (LMOs) or the product containing or consisting of LMOs contained and the quantity thereof,

ad b) 
- identification o exporting subject,

· identification of the consignment in respect of the specification LMO (LMOs) contained and the quantity thereof,

ad c) 
- identification of the consignment in respect of the specification LMO (LMOs) contained and the quantity thereof.
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4.8.4. Manipulación, transporte, envasado e identificación 

4.8.4.a Opiniones, así como información respecto de los requisitos de cada elemento del inciso a) del párr. 2 del artículo 18 del protocolo, y de las aplicaciones del requisito que figura en la primera oración de ese párrafo (párr.4, recomdenación 2/10).


Respecto a este inciso, consideramos que se deberia tener en cuenta las conclusiones y recomendaciones de la Reuni6n técnica de expertos sobre manipulación, envasado e identificación de los OVM, celebrada en Paris,  Francia del 13 al 15 de junio de 2001. Y apoyarse sobre todo en las prácticas ya existentes sobre OVM para la aplicación apropiada de dicho inciso.

EUROPEAN UNION
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Views as well as relevant information regarding the requirements of each element of para. 2(a) of Article 18 of the Protocol, and on the appropriate implementation of the requirement contained in the first 

sentence of that paragraph (para.4, recommendation 2/10)

Relevant information about the EU regulatory framework

European Directive 2001/18/EC (on the deliberate release into the environment of genetically modified organisms and repealing Directive 90/220/EEC), specifies that GMOs to be placed on the market, shall be subject to adequate labelling requirements, in order to provide for a clear statement that a GMO is present (article 19.3 (e)).  To this end, the words «This product contains genetically modified organisms» shall appear either on a label or in accompanying documentation. Annex IV and Article 19 of the Directive describe the information for labelling requirements with regard GMOs as or in products to be placed on the market.

It is also important to note that issues relevant to Article 18.2(a) of the Protocol are still under discussion at the EU level, thus this EU contribution is part of a preparatory process open to further discussions. The EU will therefore submit further information and opinions in due time.
General considerations

Article 18.2 (a) is the result of a difficult compromise reached in the final hours in January 2000 in Montreal. 

The implementation of this provision is related to the specific procedure for LMO-FFPs (Article 11 of the Protocol), which is different from the AIA. The appropriate implementation of Article 18.2(a) is necessary to complement the LMO-FFP procedure, by enabling the control of the information on LMO-FFPs which has been provided to the BCH. 

The EU is in favour of clear international rules with regard to the flow of documentation in the 

context of international transboundary movement of LMO-FFPs. Accompanying documentation 

and its cross reference to the information posted on the BCH will be the physical support of this 

continuous flow of information. In this respect, unique identifier should facilitate the access to 

such information, by facilitating search and retrieval of information on LMOs through the 

Biosafety Clearing-House.
The requirement of Article 18.2(a) can be addressed at two levels, which are progressive but also closely connected: (i) the LMO character of the LMO-FFP, and the associated required information, and (ii) the identity of the specific LMOs contained within the LMO-FFP, and the associated requirements.

The specification of all LMOs, which are known to be present or may be present within shipments of bulk commodities is important, to allow importing countries to verify that the specific LMOs have been approved and posted on the BCH and also that they comply with the legislation of the Party of import.

The priority is to clarify what needs to be done in terms of identification of LMO-FFPs by the time of entry into force of the Protocol. 

But, as was said earlier, it is also closely linked with the issues that need to be sorted out no later than two years after entry into force, and for which the requested submissions will be used by the executive secretary to enable the preparation of a synthesis of these views, for the timely preparation of the decision on these further requirements.

Views on the detailed requirements of each element of paragraph 2(a) of Article 18 of the Protocol
Article 18.2 has a chapeau, which states that : « Each Party shall take measures to require that documentation accompanying : », followed by the specific requirements.

This creates a connection between the different elements of article 18.2 (a) ; it supports the establishment of clear international rules in order to facilitate consistent national measures and in order to facilitate the flow of information, and therefore the transboundary movement of LMO-FFPs.

It also refers to accompanying documentation, which requires that the issue of the type of accompanying documentation be addressed, as has been the case for article 18.2 (b) and (c).

Article 18.2(a) contains different inter-linked elements that may require further clarification. The following elements can be identified:

· in the first sentence:

(i) LMOs;

(ii) that are intended for direct use as FFP;

(iii) clear identification that they "may contain" LMOs;

(iv) specification that they are not intended for intentional introduction into the environment;

(v) specification of a contact point for further information;

· in the second sentence :

(i) detailed requirements for the purpose of the previous requirements;

(ii) specification of the identity of each LMO;

(iii) their unique identification;

(iv) the decision of the COP/MOP;

(v) less than two years after entry into force.

(i) LMOs

An LMO is defined in Article 3(g) and includes any biological entity capable of transferring or replicating genetic material (Article 3(h)) but only on the proviso that it contains a novel combination of genetic material obtained through modern biotechnology. (Article 3 (i))

(ii) That are intended for direct use as FFP

This has to be interpreted within the context of article 11, the application of which being defined in article 

7.2 and 7.3.

The main element is to develop means to ensure that LMOs intended only for food, feed or processing are

not intentionally introduced into the environment.

(iii) Clear identification that they "may contain" LMOs:

A broad application of the wording "may contain" is not considered as an appropriate way to implement Article 18.2(a). 

The term ‘may contain’ and its application to transboundary movement importantly has to consider bulk shipments that may contain one or a mixture of LMO-FFPs.  This term is a minimal wording that may create uncertainty in certain cases.  For example, labelling of products in transboundary shipments containing LMO-FFPs will require that such shipments can be identified as containing LMO-FFPs rather than merely ‘may contain’ LMOs. This does not, however, require that the identity of individual LMO-FFPs contained in the shipments be specified.

A further level of specification (the identity of individual LMO-FFPs contained in the shipments) has to be considered in the context of the link with the second sentence of Art. 18.2(a), in particular the need to specify the identity and any unique identification of the LMOs.  This will be important where Parties of Import have to distinguish between LMO-FFPs that have received or not received approval for use on their territories.

Transmission and retention of the identity of individual LMO-FFPs from transboundary movements of bulk shipments through the production and distribution chains may face practical difficulties, but may need to be maintained for specific uses. Where non-homogeneous shipments of LMO-FFPs are sub-divided, maintenance of the original composition can not be assured. Determination of the identity of individual LMO-FFPs contained in shipments of this type will, therefore, change from the list of LMO-FFPs « actually present » to the list of LMO-FFPs which are known to be present or may be present at the origin.
On this basis, transboundary movements of LMO-FFPs should be accompanied by a list of LMO-FFPs that the shipment contains or may have been used at the origin.

(iv)
Specification that they are not intended for intentional introduction into the environment: 
A declaration, to be transmitted with LMO-FFPs in accompanying documentation or on a label, stating that the LMO-FFPs contained in the shipment are to be used only and directly as food, feed or for processing should be developed

(v) Specification of a contact point for further information:

Only one contact point is referred to here. It ought therefore to have an official character.

The responsibility of the contact point, the information that will have to be provided and the conditions under which this information has to be available need to be further clarified. For example, the following points may need to be considered:

· the status of the contact point (exporter versus exporting state, or the BCH entry point for a specific LMO-FFP),

· the location of the contact point (Party of export), 

· the distinction between information that has to be "readily" available and information that goes beyond to enable further investigation on the shipment (with appropriate references to the information posted on the BCH and referred to in annex II), 

· the time allowed to provide the information. 

(vi) Detailed requirements for the purpose of the previous elements:

We believe that this element of Art. 18.2(a) makes clear that the implementation of the first component of the first sentence ("... clearly identifies that they "may contain" living modified organisms ...") is strongly connected to the second sentence, and that it is actually required for an appropriate implementation of the first sentence as soon as possible and ideally at the time of entry into force.

(vii) Specification of the identity of each LMO and (viii) any unique identification:
Article 11 provides for a simplified procedure for LMO-FFPs. However, there is a clear need to enable the control that:

a) Only LMO-FFPs where Art. 11 has been followed and that have been « posted » to the BCH are contained within the shipment;

b) Only LMO-FFPs which are approved domestically in a Party are imported to that specific Party,

c) These LMO-FFPs are only and exclusively used for the specific Food, Feed or Processing purpose and not intentionally introduced into the environment.

In order to facilitate the enforceability of the system, and avoid unnecessary problems at the borders, 

shipments where there is a mix of different LMO-FFPs have to be clearly identified with a list of the specific

LMO-FFPs which may have been used at the origin of the mix(es) present in the shipment. 

This list ought to be inclusive in order to ensure that no LMO-FFP, is missed from the list. 

In order to specify the identity of LMOs, an internationally harmonized system for unique identification for

LMOs should thus be developed as soon as possible, taking into account relevant developments in other 

international fora, in particular the OECD, also to ensure unambiguous identity of the LMO worldwide. 

The "unique identifier" should be included as part of the accompanying documentation for each LMO-FFP 

which are know to be present or may be present in a shipment also as a means to ensure consistent access 

and retrieval of a broad range of additional information about the identity and characteristics of that 

LMO (including detection methodology) from the BCH. 

In this context, the EU notes and welcomes the recent adoption of "Guidance for the designation of the

OECD's Unique Identifier for Transgenic Plants", developed by the OECD Working group on harmonization

of Regulatory Oversight in Biotechnology.

(ix) The decision of the COP/MOP and (x) Less than two years after entry into force
The decision on the detailed requirements for the purpose of Article 18.2(a) has to be taken no later than 

two years after the date of entry into force of the Protocol. 

Although it requires a decision of the COP/MOP, which can only happen after the time of entry into force, there is no requirement that it can not be taken by MOP1. 

For the reasons stated above, especially the link between the second and first sentence, and, the necessary

requirements of the second sentence for the appropriate implementation of the first sentence, the EU, is of

the view that such a decision needs to be taken as early as possible and ideally at the time of entry into force.

Considering the complexity of the issue, the EU believes that this item should be considered as a priority in the preparation for the first COP/MOP and, thereafter, if need be, in the medium term programme of work and should rely to the greatest extent possible on relevant existing activities of other bodies or organizations.

Views on the appropriate implementation of the requirement contained in the first sentence of paragraph 2(a) of Article 18 of the Protocol

The EU believes that Article 18.2(a) has to be considered as a whole. Indeed, the wording of the second sentence ("... decision on the detailed requirement for this purpose ...") makes clear that the implementation of the first sentence ("... clearly identifies that they "may contain" living modified organisms ...") is strongly connected to the second sentence. It means also that a clarification ofn the elements of the first sentence of Article 18.2(a) will require consideration of all elements contained in this article in a broader way.

The EU takes note of the recommendation of ICCP2, and the necessity to have the first sentence addressed first at the technical expert group, with a view to achieve its implementation at the time of entry into force. The EU, however, considers that the cross-links between the two sentences will require addressing the second sentence at the technical expert group meeting as well.

NORWAY







[8 February 2002]









[SUBMISSION : ENGLISH]

Regarding Article 18, Handling, transport, packaging and identification

In Norway's view it is important that systems for handling, transport, packaging and identification are developed under article 18 of the Cartagena protocol as soon as possible. This is due to the fact that many LMOs have already been approved for marketing in some countries and are being shipped to these markets. Although handling and packaging requirements are important, Norway's opinion is that the systems for identification and transport documentation are most crucial and should be dealt with first.

In our view there is a clear linkage between Articles 18.2. (a), 18. 2. (c) and 18. 3. LMOs intended for release into the environment should therefore be seen in connection with the system for unique identification that needs to be developed for LMOs intended for food, feed and processing (FFP), and also in connection with Article 18.3 on developing of standards. It is obvious that LMOs intended for release into the environment may become FFPs in the future. A unique identifier should therefore be in place at the latest at the moment a LMO is approved for the first time for either commercial growing or introduction into the environment. In this respect all FFPs will already have a unique identifier when they are sent out on the market, the identifier they got when approved for introduction into the environment. It is therefore important that a unique identification system should be developed and put into use as soon as possible. The unique identification system that needs to be developed should be one of the standards to be developed under Art. 18.3.

The unique identifier is first of all essential for an effective operation of the BCH. In addition the unique identifier should be used in the transport documentation. The identifier should be unique to the level of transformation event for a specific LMO. A simple numeric system would provide authorities with means to identify which LMOs are contained in each transboundary movement of LMOs. The information in the BCH should be sufficient to enable authorities to identify LMOs via laboratory analyses (verification of the unique identifier).

Regarding request 4 in the report (UNEP/CBD/ICCP/2/15) from ICCP 2 on article 18.2 (a), page 68, the Norwegian opinion is:

I .
There is a need for an identification system that clearly identifies all LMOs intended for export/import.

2.
All LMOs that are intended for direct use as food, feed or processing or intended for 
introduction into the environment should have a unique identifier.

3.
The identification should be at the transformation level.

4.
A new variety made through traditional breeding using LMO parent organisms are unique 
and should have a unique identifier that differs from those of their parent LMOs.

5.
The CBD secretariat should be requested to make a survey report of possible systems for 
unique identification.

6.
An unique identifier system should be made use of in the BCH as soon as the system is developed.

7.
The system for unique identification should be in place when the protocol enters into force.

8.
In addition to the unique identifier, transport documentation and the shipment needs to have additional information about the LMO, including: i) all packages clearly labelled that they contain LMOs, with a link to the transport document; ii) if in bulk shipment the cargo hold or container should be labelled, with a link to the transport document; iii) contact address for the importer and exporter; iv) the name of the LMO species (varieties); v) a verification of the consent to import that LMO(s) into the country.
REPUBLIC OF KOREA
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Comments on Paragraph 2(a), Article 18 (handling,

packaging, transport and Identification)

I. Reference (UNEP/CBD/ICCP/2/L.9)


4. Requests Parties ……… to provide any views as well as relevant information to the Executive Secretary,

(a) The appropriate implementation of the requirement contained in the first sentence of Article 18 paragraph 2(a) by the time of entry into force of the protocol ;

(b) The requirements of each element of paragraph 2(a) of Article 18

II. Comments of the Republic of Korea

A. Regarding the above (a)

1. To prevent the unintentional emission of the LMO into the environment, the provisions to regulate transporting, packaging, handling and identification of the LMO shall be established as soon as possible.

2. The information on the transported LMO‑FFP shall include the species of the LMO and its certificate indicating the absebce of prohibited LMOs in the importing countries.

3. The Republic of Korea believes that the labelling of ‘LMOs contain' or ‘LMOs may contain' should be treated in a considerable way. For instance, if non‑LMO products have a possibility of being mixed in a handling, packing or transporting processes, they shall be labelled by "LMOs may contain". However, given that a few LMOS are included in non‑LMOs products, the label of ‘LMOs contain' should be attached. 

B. Regarding the above (b) (Unique identification)

1. To formulate a unique identification system, each LMO needs to be categorized and codified. The on‑going prjects by the OECD shall be considered.

2. The Republic of Korea is of the view that a unique identification system requires the indication of transported LMOs own characteristics including risk assessment results, and all related informations such as their uses, handling and transporting methods, etc.

ROMANIA







[14 January 2002]
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It is not established yet a labeling system.

SLOVENIA







[18 January 2002]









[SUBMISSION : ENGLISH]

Relevant information regarding the requirements of each element of para 2(a) of Art.18 of the Protocol, and on the appropriate implementation of the requirement contained in the first sentence of the para.4, recomm. 2/10

Until the COP/MOP takes a decision on detailed identification requirements for transboundary movements of LMOs in accordance with Art.18 (para 2(a)), the requirements under the Protocol are not clear .Acknowledging the importance of appropriate implementation of the first sentence of para 2(a) of Art 18  requesting the Secretary to develop a template tailored system within two years of entry the Protocol into force, to be considered as a basis for discussion by the meeting of technical experts, and to submit recommendation to the COP/MOP meeting. 

Consequently, it will be necessary to assure of appropriate financial resources for a meetings of technical experts with broad expertise concerning all relevant aspects and disciplines for the implementation of Art. 18 (para 2(a)), and also taking into account the need for balanced regional representation.

SWITZERLAND






[31 January 2002]
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4.8.4 Handling, Transport Packaging and identification (Art. 18.2 a)

(a) Swiss requirements regarding handling, transport and packaging of LMOs intended for direct use as food, feed or for processing.

The Swiss Federal Law on Food Products and its related Ordinance on Food Products regulate the designation of food products. Article 22b of the Ordinance on Food Products regulates the genetically modified organisms used as food products or for processing. It prescribes an overall mandatory designation of genetically modified organisms used as food products or for processing. Food products, additives or substances that are genetically modified organisms or that contain or are derived from genetically modified organisms must bear the indication “made from X modified by genetic engineering “ or “made from X genetically modified” (where X is the name of the genetically modified organism). Mandatory designation is not required for food products or derived food products containing less than 1% of genetically modified organisms.

The Swiss Federal Law on Agriculture and its related Ordinance on Feed Products regulates the mandatory designation of feed products. Article 23 of the Ordinance on Feed Products regulates the identification of genetically modified organisms used as feed products. Raw materials, single feed products, additives, conservative agents that are genetically modified organisms or that contain more than 3% of genetically modified organisms must be designated as such.

b) Swiss views regarding the implementation of  the first sentence of Art.18.2 a

According to our national requirements, documentation accompanying transboundary movement of LMO-FFPs to Switzerland should be clearly identified as containing LMOs if the material does not fulfill the conditions described in paragraph a). The Swiss regulations will therefore be applied to imports of LMO-FFPs to Switzerland. The second element required by article 18.2a  in the documentation (i.e "not intended for intentional introduction into the environment") is also requested by the Swiss authorities for such material. 
Switzerland does not have special requirements regarding the format of the information to be provided in the documentation. More important is that this documentation should closely follow the shipment and be easily accessible by and comprehensible to all stakeholders including custom officers, transporters, importers and implementing cantonal authorities. This documentation could therefore be made available as a stand alone document or be integrated in existing documentation. 
b) Swiss views regarding the second sentence of Art.18.2 a

Switzerland is the view that ICCP should not work on how to address implementation of  the second sentence of Art.18.2a. This is clearly the competence of COP/MOP. However elements listed for consideration in this sentence could be useful in implementing the first sentence of Art.18.2 and therefore should be considered by the expert group on Art. 18.2a.

TUNISIA







[9 February 2002]









[SUBMISSION: FRENCH]

Concernant le paragraphe de cet article relatif à la manipulation, le transport, l’emballage et l'identification, nous proposons que les Parties au Protocole soient appuyées financièrement et technniquement, afin d’être en mesure de répondre aux dispositions du Protocole y compris de prendre des mesures d'ajustement de leurs systèmes, en cas de besoin.

La documentation devant accompagner, au moment d'un mouvement. transfrontière, les Organismes Génétiquement Modifiés (OGM) destinés à être utilisés directement pour l'alimentation humaine et animale ou à être transformés, doit indiquer clairement la mention “peuvent contenir” des OGM et qu'ils ne sont pas destinés à être introduits intentionnellement dans l’environnement, en spécifiant l’identité et tout autre spécificité de ces organismes. L’emballage doit comporter un double étiquetage aisément identifiable. Il doit être conçu de manière à empêcher toute déperdition et résister aux exigences de la manutention et du transport. Il doit être scellé et conçu de façon à assurer sa fermeture hermétique.

Les OGM doivent être stockés toujours dans des locaux réservés à cette seule fin et pourvus en équipements de protection nécessaires pour les personnes chargées de leur manutention et de leur stockage et d’une manière générale, pour la préservation de la diversité biologique, l’environnement et la santé publique.

En attendant que des normes d’identification, de manipulation d'emballage et de transport soient élaborées et leurs modalités fixées par la 1ère Conférence des Parties au Protocole de Cartagène, conformément aux recommandations qui seront faites par les experts techniques (sélectionnés en tenant compte de la représentation régionale, de la transparence et de l’équité), désignés par les gouvernements.
UNITED STATES OF AMERICA
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Submission of  the United States of America: Views and Relevant Information Regarding the Requirements of Each Element of Article 18.2 (a) and on the Appropriate Implementation of the Requirement Contained in the First Sentence of Article 18.2 (a) of the Cartgena Protocol on Biosafety

The United States is pleased to submit the following response to the request from the Secretariat on Agenda Item 4.8.4 following the October meeting of ICCP‑2 in Nairobi, Kenya. Specifically, we would like to respond to the request for views and relevant information regarding the requirements of each element of Paragraph 18.2(a) of the Biosafety Protocol, and on the appropriate implementation of the requirement contained in the first sentence of this paragraph.

The United States believes strongly that ICCP, and the technical groups convened under its auspices, should address the requirements of the first and second sentences of Article 18.2(a) separately, as set out in the text of the Protocol, and in a stepwise manner as agreed to by the ICCP members of Working Group I in Nairobi. We agree that, with regard to Article 18.2(a), implementation of the elements of the first sentence is critical to the implementation of the Protocol upon its enuy into force.

We believe that the most effective way to ensure that the implementation of the requirements listed under the first sentence of Article 18.2(a) is accomplished upon the Protocol's entry into force is by the addition of language to existing commercial documentation that accompanies commodity shipments, such as the commercial invoice, or other documents supplied by the originator of a shipment. Such documentation would accompany LMO shipments intended for direct use as food, feed, or for processing. The documentation would state that the shipment "may contain" LMOS, that the products are not intended for intentional introduction into the environment, and would list a point of contact.

We understand that some countries would like to consider more "detailed requirements" in discussions on the first sentence in Article 18.2(a), for example, to include a listing of the specific LMO events that "may be contained" in that product. As set out in the Protocol, however, such consideration is contemplated, appropriately, in the second sentence of Article 18.2(a). The language of the protocol wisely sets out a timeframe for such consideration, and also, does not presume what the decision will be. As many governments will attest, discussion of the elements in the second sentence will benefit from experience gained under implementation of the requirements of the first sentence, intensive technical consultation, and extensive debate to ensure that the decision taken is fully‑informed and meets the objectives of the Protocol. We believe that discussion in the Technical Experts meeting of issues raised by the second sentence in Article 18.2(a) is premature, and, given the complexities involved, is likely to preclude resolution of the specific requirements within the first sentence of Paragraph 18.2(a).

In summary, we strongly believe that discussions in the proposed Technical Experts Group meeting on Article 18.2(a) should focus on implementing the elements of the first sentence of this article.

The United States thanks the CBD Secretariat for this opportunity to provide our views on Article 18.2(a).

VIET NAM







[16 Janaury 2002]
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4.8.4. Handling, Transport, Packaging and Identification:

No comments.

Submissions from Organization:

Canada Grains Council for the International Grain Trade Coalition (IGTC) (17 January 2002):
International Grain Trade Coalition (IGTC)

Submission

To the

Executive Secretary

Convention on Biological Diversity

On

Paragraph 2(a) of Article 18

Cartagena Protocol on Biosafety

Issue: The Cartagena Protocol on Biosafety will have profound effect upon the international trade in grains, oilseeds, pulses and special crops. The transboundary movement of these commodities each year for food, feed or processing is staggering: about 200 million tonnes of cereals, a further 30 million tonnes of rice, another 30 million tonnes of oilseeds and more than seven million tonnes of pulses.

One particularly important section of the Protocol is Article 18.2(a). When implemented, this article will define the documentation requirements for international shipments of living modified organisms (LMOs) that are intended for food, feed or processing. This will have an immediate effect upon a high percentage of existing trade and an even higher percentage of future trade. As a result the manner in which the article is implemented is critical to both exporting and importing countries.

International Grain Trade Coalition (IGTC): The IGTC was formed in June 2001 to advise governments on how to implement the Protocol to protect global diversity while meeting the needs of the world's food, feed and processing industries. The Coalition has 13 trade organizations in eight countries that in turn represent more than 1000 members in more than 80 countries. (see Annex One)

The IGTC recognizes the Biosafety Protocol's objective to introduce some regulatory control over the transboundary movement of products produced through modem biotechnology but has serious concerns on how the Protocol may impact the capability and cost of moving globally the staggering volumes of LMOs and non‑LMOs required to meet the world's demands each year for food, feed and processing.

Background: The Protocol was adopted by the Conference of the Parties to the United Nations Convention on Biological Diversity in Montreal on 29 January 2000. To date 107 countries have signed, ten have ratified. The Protocol will come into effect 90 days after ratification by the 5 0 'h country.

The Intergovernmental Committee on the Cartagena Protocol (ICCP) at its second meeting held in Nairobi, Kenya 1‑5 October 2001, requested Parties, Governments and relevant international organizations to provide views and relevant information to the Executive Secretary of the Convention on Biological Diversity regarding:

"(a) The appropriate implementation of the requirement contained in the first sentence of Article 18, paragraph 2 (a), by the time of entry into force of the Protocol;

"(b) The requirements of each element of paragraph 2 (a) of Article 18 of the Protocol."

Outline of Issue: Article 18.2(a) was a major point of contention in the negotiation of the Protocol. It establishes two distinct phases for imposition of documentation requirements on the international grain trade. The article reads as follows:

"Article 18.2: 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 this Protocol;"

This submission will discuss the documentation implications of each sentence separately, as requested by the Executive Secretary in his correspondence of 7 November 2001.

Article 18:2(a) First Sentence Documentation Requirements

The first sentence of Article 18.2(a) means that upon ratification of the Protocol, the international grain trade must have in place the documentation procedures needed to meet the basic "may contain" requirements for LMO shipments. Therefore, possibly within a 12 to 18 month timeframe, all transboundary shipments of LMOs intended for direct use as food or feed, or for processing must have documentation that:

(1) Clearly identifies the shipment "may contain" LMOs;

(2) Indicates the LMOs present in the shipment are not intended for intentional introduction into the environment;

(3) Provides a contact point for further information.

Currently such documentary information is not provided in normal commercial transactions and therefore there needs to be arrangements developed that satisfy the objective of the Protocol, while recognizing the capacity of international trade.

Documentation Options: To be successful, the documentation procedures must be easy to implement and clearly understandable by importer and exporter alike. This requires that the documentation not only provide necessary information but must also be simple, visible and legible.

IGTC members have considered three options. They are as follows:

1. Develop new documentation to meet the specific needs of the Protocol;

2. Modify existing international contracts; or

3. Modify existing commercial documentation.

The introduction of new documentation into international trade is a complicated process and requires significant time to educate all parties involved. The early implementation schedule for the first sentence of Article 18.2(a) does not allow sufficient time to ensure all parties to the transaction including financial institutions are fully informed of the implications of the new document, and therefore it could be reasonably expected that problems such as costly delays in letter of credit approvals, would arise if a new documentation system was introduced as part of the Protocol.

There is no single international contract used in the international grain trade and therefore confusion could easily develop among parties as to where exactly in the contract the provisions of Article 18.2(a) were met. Also, those transactions not using standard international contracts may not contain the required documentation.

There are numerous documents that accompany international grain shipments (see Annex Two). But many vary depending upon whether or not the shipment is by rail, truck, airplane or ship. Other documents, such as certificate of origins or phytosanitary certificates do not accompany every shipment.

Use of the Invoice: The IGTC recommends that the standard invoice be modified to meet the "may contain" informational documentation requirements inherent in the first sentence of Article 18.2(a). Every international grain transaction has an invoice. It is the common link between seller and buyer.

A "Cartagena Protocol Biosafety Provision" can be placed on the invoice by inserting a box to indicate whether or not the cargo "may contain living modified organisms and are not intended for intentional introduction into the environment." The provision would read as follows:

"Cartagena Protocol on Biosafety Provision: This shipment may contain living modified organisms for direct use as food, feed or for processing. This shipment is not intended for intentional introduction into the environment."

This information contained on the invoice would provide effective notification to import officials that the shipment may contain LMOs. A modified invoice displaying the Cartagena Protocol Biosafety Provision is illustrated in Annex Three.

The IGTC recommends further that the last seller prior to transboundary movement or first buyer after transboundary movement named on the invoice be accepted as satisfying the first sentence requirement to identify a contact point. The last seller or first buyer is the most knowledgeable about the contents of the cargo, knowing from whom the commodities were purchased and to whom they are sold.

The use of such a modified invoice would meet the requirements contained in the first sentence of Article 18.2(a) while satisfying the principles of being simple, visible, and legible. It also would be easily understood by importer and exporter alike, and would not unduly interfere with the normal commercial international grain trade. A modified invoice system could be introduced quickly, well within the 12 to 18 month time frame required to meet the Protocol's anticipated time demands.

Use of the Cartagena Protocol Biosafety Provision: The question then arises when should the Cartagena Protocol Biosafety Provision be used? The Protocol states that documentation must accompany transboundary movements of living modified organisms. However it is impossible to have a pure bulk commodity shipment. Some commingling of LMO products into non‑LMO products occurs in all countries where LMOs are produced commercially. This adventitious material may result from impure seed, pollen drift, or from residues picked up from within farm machinery or handling and transportation facilities. Therefore, once LMOs are produced commercially in a country, traceable amounts of LMOs could appear in all transboundary movements of bulk commodities including shipments of non‑LMOs. Does this mean that all bulk shipments from countries producing LMOs commercially must carry the Cartagena Protocol Biosafety Provision?

The structure of agricultural production varies from country to country, as well as the crop marketing arrangements. However, in general, marketing and distribution systems have evolved to ensure that crops are stored, transported and processed in as efficient a manner as possible to minimize costs in the chain from origin to final consumption. Nearly all of the more than 260 million tonnes of grains, oilseeds, pulses and special crops traded each year for food, feed or processing are shipped as bulk commodities.

Bulk commodities are not sold as readily identifiable lots, and can be interchangeable with another lot of similar quality. Once the commodity leaves the farm of origin, they are not traceable individually back to the farm or field on which they were produced. The sheer quantities handled make it impossible to segregate by individual variety at zero thresholds.

For example, there are 7 million beans in every tonne of soybeans. Most beans move from the field by truck to farm storage, then by truck to country or river elevators to be loaded into railcars or barges for shipment to export elevators for loading into ocean vessels. The speed of the movement is staggering. A modem export elevator is loading at about 3,000 tormes per hour or 21 million beans per hour. And the volumes are equally staggering. Each ocean vessel is carrying between 25,000 and 50,000 tonnes. That's between 175,000,000,000,000 and 350,000,000,000,000 beans on each vessel. Some vessels even carry up to 100,000 tonnes. And these billions of individual beans have arrived onto these vessels from hundreds of farms through numerous elevators via thousands of trucks, railcars and/or barges. Obviously, it is impossible to keep track of each single bean. The problem is further complicated as on arrival at the import side, the beans are discharged and either stored into numerous different bins at port facilities or loaded directly into hundreds of rail cars, trucks or barges for transportation to inland processing plants.

As it is recognized within industry that 100% purity cannot be achieved for any bulk shipment and adventitious presence is unavoidable, tolerances are used. With regard to the Biosafety Protocol, without some form of threshold, all commodities shipped for food, feed or processing from countries that produce LMOs will have to be stamped with the Cartagena Protocol Biosafety Provision on all invoices, and the Protocol may lose its meaning. All regulatory bodies accept that a zero threshold is not possible and, as an example, appropriate tolerance levels have been developed for undesirable substances.

Thresholds: For those outside the grain trade, the concept of thresholds may be a difficult issue. However, the Meeting of the Parties of the Biosafety Protocol must recognize that absolute purity in non‑LMO cargoes is impossible. For example, at present worldwide there is no LMO wheat in commercial production. However tests on wheat shipments may show the presence of LMOs resulting from normal commingling in a bulk handling system as discussed above. Thus the question then arises, what level of purity in non‑LMO cargoes should trigger adherence to the provisions of the Biosafety Protocol? What level of purity is realistic?

Obviously, the higher level of purity, the more costly it will be to importers. Article 18.2(a) refers to LMOs that are intended for direct use as food or feed, or for processing and are "not" intended for intentional introduction into the environment. None of this material is intended for introduction into the environment, although it is recognized that some may enter the environment accidentally or through a deliberate decision to break the law. However, should that mean importing countries with good regulatory systems are forced to pay significantly higher prices for their food, feed or processing requirements to achieve high levels of purity when they may have little or no risk to their environments?

Some have argued that the Protocol should be used as a means to address food safety concerns. However, even in this wrongful use of an environmental Protocol, it should be remembered that all LMOs for feed, food or processing entering international trade have undergone extensive risk analysis in the country of origin to confirm that they are safe. In fact recent studies in the European Union indicate that LMOs may even be safer than products produced by conventional plant breeding because of the extensive testing they receive before commercial production is allowed.

It is imperative to define what is an LMO shipment, or more importantly possibly, what is not an LMO shipment. A reasonable level of purity must be selected to trigger the Biosafety Protocol's documentation requirements.

The IGTC recommends that a non‑LMO purity level of 95% be adopted by the Meeting of the Parties and that as a temporary measure, shipments containing less than 5% LMOs be exempted from the provisions of the Biosafety Protocol. Japan has implemented a 5% tolerance level and most bulk handling systems appear to have been able to meet this requirement without excessive costs. At the other end of the spectrum, the EU has a 1% threshold level for food products. However, the EU scientific committee on plants highlighted in its opinion, that with the rise in LMO production, the thresholds may have to be revised. It is important to consider the highest percentage tolerated in one country as the general rule so that those importing countries that prefer higher thresholds, are not forced into unnecessary added expenditures associated with lower thresholds.

Individual countries or importers may wish higher levels of purity for a variety of reasons and may be prepared to pay higher prices for a full identity preserved system but not all countries nor all buyers should be forced to pay higher prices for all their imports for a level of purity that they may not require.

Lower threshold levels obviously are more difficult and costly to achieve and therefore would be 

particularly burdensome on exports from developing countries and countries with economies in 

transition.

The IGTC recommends the adoption of the 5% threshold level as a temporary measure. It needs to be recognized that due to the fact that transboundary movement of grain varieties developed through modem biotechnology is a relatively new phenomenon, the international standards are not yet in place. A temporary measure is needed therefore, until an internationally recognized standard setting body, such as the Codex Alimentarius Commission, puts in place a tolerance level for adventitious presence for LMO material in a non​LMO shipment.

Sampling and Testing: The question then arises, how does one determine the presence of LMOs? At present there are no standard sampling and testing methodologies for LMOs. Consequently there is a vast difference in testing methods among the different countries. With no validated system of testing agreed upon, there is no guarantee for comparable results in any laboratory. The IGTC believes testing protocols are needed but their development should take place outside the Protocol using international bodies that are working on the development of the appropriate technology. The Coalition will provide further information if required. In addition, life science companies should be encouraged to develop a quick easy to use diagnostic product that will enable commercial entities to test to meet specific contract requirements.

Biosafety Clearing House: Although the Biosafety Clearing House is being addressed in another forum, the Clearing House relates to the documentation requirements outlined in Article 18.2(a). Importers will use the Clearing House to determine the LMOs that have been approved in exporting countries and therefore may be present in commercial shipments. Similarly, exporters will use the Clearing House to determine the approval status for LMOs in importing countries. It is essential therefore that countries develop a data base specific to the Protocol's requirements and place a disclaimer on other domestic databases that may use definitions different than those in use in the Protocol. It is imperative that the Biosafety Clearing House database be totally accurate and up to date. For example many of the national databases today have not kept current the change in ownership among the life science companies, yet this information is critical to obtain the correct contact point for further information.

Similarly, the Clearing House must be developed in a user‑friendly manner. All LMOs that have been introduced into commodity crops should be included in the Clearing House. However, separate windows could be considered to minimize confusion:

Window #I: To be used to house information on LMOs approved for laboratory tests. This would provide an early warning system to importing countries.,

Window #2: To be used to house information on LMOs approved for field tests. Importing countries, upon seeing LMOs enter this window, may wish to initiate their own tests with the LMO developer. This would facilitate environmental reviews in advance of commercialization of the LMO for food, feed or processing, thus facilitating international trade.

Window #3: To be used to house LMOs in commercial production and hence these events likely would be found in commodity shipments for food, feed or processing.

Window #4: To be used to house LMOs no longer in commercial production. As new LMOs are developed, old LMOs will no longer be produced. Testing costs should be avoided for LMOs no longer in commercial production.

Article 18.2(a) First Sentence Recommendations: In summary, in order to address the documentation requirements imposed by the first sentence of Article 18.2(a), the IGTC has agreed upon the following recommendations. Each will support the intent of the Protocol while at the same time recognize the capacity of international traders to comply with such requirements in a commercially reasonable manner, acceptable to both importers and exporters. The recommendations are as follows:

I .
Commercial invoices should be used as the primary location for Article 18.2(a) documentation requirements by inserting the following on all invoices accompanying LMO shipments:

"Cartagena Protocol Biosafety Provision: This shipment may contain living modified organisms for direct use as food, feed or for processing. This shipment is not intended for intentional introduction into the environment."

2. The last seller prior to transboundary movement or first buyer after transboundary movement named on the invoice should be accepted as satisfying the Protocol's requirement for a contact point for further information.  

3.
The development outside of the Protocol of universal standard sampling and testing methodologies to determine the presence of LMOs should be encouraged using international bodies that are working on the development of the appropriate technology.

4.
The Biosafety Clearing House must contain only information relevant to the Biosafety Protocol; it must be accurate, up‑to‑date and user‑friendly.

5.
An LMO shipment should be defined as a shipment containing 5% or more LMOs and that the 5% threshold be considered a temporary measure while the long term threshold is being developed by an internationally recognized standard setting body.

6.
During the interim period while the temporary threshold is in place, the provisions of the first sentence of Article 18.2(a) do not apply to cargoes containing less than 5% of LMOs.

Article 18.2(a) Second Sentence Documentation Requirements

Background: The Second sentence of Article 18.2(a) reads as follows:

"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 this Protocol;"

The second sentence introduces the concept of unique identifiers and provides two years after entry into force of the Protocol to develop the detailed requirements.

Unique Identification: For reasons discussed under sentence one, the bulk commodity trade cannot trace material back to the originating farm. The bulk handling industry has evolved over a number of decades in order to transport grain, oilseeds, pulses and special crops vast distances worldwide from producers to consumers, at the lowest possible cost. However, during this process there are numerous occasions where like products may be commingled and any event specific information would be lost.

Although it is yet to be proven on a wide scale, tracking a specific event worldwide may in fact be possible, but it would be undertaken at a huge additional cost. The cost range will vary considerably depending on the need to declare events, the number of possible events contained in the cargo, and the threshold level permitted. Also with the increasing number of LMO events being authorized, the more likely it is that DNA testing will be required. DNA testing costs between US$85 ‑ 435 per test, depending on the number of events to be tested, the threshold required to be met and how far along the supply chain the tests are required.

Identity preservation (IP system) is the collective term used in the grains industry for the system of management and trade that allows the source and nature of materials to be identified as they move through the supply chain and it is this system that would be required to provide the sort of information needed to identify specific events within a shipment, as suggested in the second sentence of Article 18.2(a) "including specification of their identity and any unique identification." Although in use for many years, today identity preservation is used for niche markets only. Volumes traded under an IP system are small compared to the trade in bulk commodities. The current marketing structure is not designed to handle large volumes of identity preserved LMOs.

In the grains industry, cross pollination in the field and co‑mingling in the handling, storage and transportation process can result in the presence of material that has been genetically modified. Thus an LMO identity preservation system requires a whole supply chain approach.

However, it must be acknowledged that no supply chain in any grain exporting country has, at present, the capability to undertake identity preservation through the supply chain without a substantial increase in costs to the customer and thus the end consumer. Studies have been undertaken in many countries into the costs associated with identity preservation with regard to grains.

In the United States a report by the Economic Research Service of the United States Department of Agriculture, Biotechnology: US Grain Handlers Look Ahead, estimated that a system of identity preservation including separation in the supply chain between genetically modified grain varieties and non‑genetically modified grain varieties would add significantly to supply chain costs. The report stated that it would result in an increase in handling costs of around US$8 per tonne for corn and over US$18 per tonne for soybeans.('

In Australia a report commissioned by the Department of Agriculture, Fisheries and Forestry, Segregating Gene Technology Products ‑ Requirements, Costs and Benefits of Identity Preservation, Segregation and Certification, found that current testing technology and identity preservation systems are increasing costs by 10‑15% through the production and supply chain, equating to between US$20‑28 per tonne for bulk commodities. It stated that the current "high speed ‑ high volume bulk commodity systems" are not suited to stringent identity preservation as well as the need for far better communication through the supply chain (.

These statements were supported by the Australian Bureau of Agriculture and Resource Economics report, Genetically Modified Grains, which stated that, based on the existing reports and literature, it could be expected that "identity preservation in terms of certifying non‑GM status adds 5‑15% to the cost of grain delivery"(.

Another increasing concern among importers and exporters is the possible cost of diseconomies of scale within the bulk handling system if IP systems are used for an increasing percentage of business, as the industry will not be able to harness the full capacities of the existing bulk system and therefore costs associated with the traditional transboundary movement of grains, oilseeds, pulses and special crops for food, feed and processing may increase. A not yet published study by Kalaitzandonakes, Maltsbarger and Bames confirms the loss in efficiency and in scale economics. Also, if the sale of IP Systems was to grow quickly beyond existing niche markets, IP costs could escalate. This applies to an increase in the acreage planted to LMOs and an increase in the number of traits in commercial production(.

In Europe a study by Arcadia International has shown the potential cost impact of a unique identification or identity preservation system. The following graph from the report shows how identity preservation on‑cost relates to the value of the product at each stage in the supply chain.  
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In this graph, numbers on the horizontal axis relate to supply chain stages, namely:

I
agriculture

2
trading (export)

3
crushing

4
animal feed

5
livestock

6
meat (slaughter, slicing, cutting, processing)

The graph illustrates, for example, that to preserve the identity of soybeans at the farm level (bar 1), costs increase by approximately seven per cent of the price received by farmers. The chart further illustrates the different components of the cost increase. Continuing with the farm level example (bar 1), materials (Mats) contribute the most to increased costs due to the increase in costs for herbicides as three or four sprayings are required, rather than just one. More herbicide applications also increase operations costs (Ops) while control costs (Control) increase to avoid commingling and preserve identity. Hidden costs (Hidden) are costs associated with the loss in efficiency along the logistical chain and therefore show up particularly in bar 2, trading, while risk costs (Risk) are associated with insurance premiums.

Further research is required to determine the operational and cost implications of being able to include in the documentation the specification of the identity of specific events within a cargo before a decision can be taken on how best to proceed.

In the meantime, with implementation of the Biosafety Protocol, importers will be able to determine the possible events in any shipment bearing the "Cartagena Protocol Biosafety Provision" by checking the list of approved events in commercial production for the country of export in the Biosafety Clearing House.

To date, it appears that most importers are not prepared to pay the added costs associated with identifying each event contained in a specific shipment, even within mutually agreed upon tolerance levels. With the high costs associated with IP systems, only a very small percentage of the world trade in grains, oilseeds, pulses and special crops employ these sophisticated tracking procedures.

Article 18.2(a) Second Sentence Recommendations: In summary, the decision on the second sentence that could introduce a rigorous identity preservation system upon more than 260 million tonnes of grains, oilseeds, pulses and special crops and their products traded internationally each year for food, feed and processing is complicated and potentially extremely costly. The IGTC therefore recommends:

I .
Meeting of the Parties concentrate on implementing the first sentence of Article 18.2(a) to ensure that the Protocol can be implemented effectively upon coming into force.

2.
That the Meeting of the Parties commission further study during the two years following the Protocol's coming into force, possibly through an Expert Committee process, to (a) determine the effectiveness of the first sentence's requirements to protect global diversity and (b) to study the operational and cost implications of different options to implement the unique identifier requirement contained in the second sentence.

Annex One

International Grain Trade Coalition Members and Contact Points

The Grain and Feed Trade Association (GAFTA): GAFTA is the only worldwide trade association representing the interests of members who trade in grains, feeding stuffs, pulses and rice internationally, with over 800 members in 80 countries. Contact Point: Pamela Kirby Johnson, Director General, GAFTA House, 6 Chapel Place, Rivington Street, London, EC2A 3SH, United Kingdom, Tel: 44 20 7814 9666, Fax: 44 20 7814 8383 Email: PamelaKirbyJohnson@gafta.com

The North American Export Grain Association (NAEGA): NAEGA is comprised of grain and oilseed exporters and interested parties whose purpose is to promote and sustain the development of commercial export grain and oilseed trade from the United States. NAEGA members include 35 private and publicly owned companies and cooperatives domiciled in the United States and Canada. Contact Point: Gary C. Martin, President and CEO, North American Export Grain Association, Incorporated, 1300 L Street, N.W., Suite 900, Washington, D.C. 20005, Tel: 202 682 4030, Fax: 202 682 4033, Email: gcmartin@naega.org

COCERAL: COCERAL is the representation of the European trade in cereals, feedstuffs, oilseeds, olive oil, vegetable oil and agrosupply. It comprises the trade organizations in 15 EU member states, that for their part represent collectors, distributors, exporters, importers and storekeepers of the above‑mentioned commodities. Furthermore COCERAL has associated members in Hungary, Poland and Switzerland. Contact Point: Chantal Fauth, Secretary General, COCERAL, 18 Square de Meeus, B 1050 Brussels, Belgium, Tel 02 502 08 08, Fax 02 502 60 30, Email: secretariat@coceral.com

Canada Grains Council (CGC): CGC has a membership of about 30 organizations involved in Canada's grains, oilseeds, pulses and special crops industry including producers, handlers, transporters, processors, exporters, banks and provincial and federal governments and their agencies. Contact Point: Dennis Stephens, Consultant, Canada Grains Council, 1215‑220 Portage Avenue, Winnipeg, MB, RX OA5, Canada Tel 204 925 2133, Fax 204 925 2132, Email: dstephens@canadagrainscouncil.ca

AWB Limited (Australian Wheat Board): AWB Limited is Australia's major national grain marketing organization and is one of the world's largest wheat management and marketing companies. It is involved in the managament and marketing of wheat (for which it is the nation's exclusive bulk exporter) as well as other grains including barley, sorghum, oilseeds and pulses. Contact Point: James Molan, Government Relations Advisor, Ceres House, 528 Lonsdale Street, Melbourne 3000,Victoria, Australia Tel 61 3 9209 2633 Fax 61 3 9670 1723 Email: jmolan@awb.com.au

National Grain and Feed Association (NGFA): NGFA consists of 1,000 grain, feed, processing and grain related companies that operate about 5,000 facilities that store, handle, merchandise, mill, process and export more than two‑thirds of all US grains and oilseeds. About 70% of NGFA member firms are small businesses ‑ country elevators and feed mills. Also affiliated with NGFA are 36 state and regional grain and feed associations. Contact Point: Mr. Tom O'Connor, Director of Technical Services, National Grain and Feed Association, 1201 New York Ave., N.W. Suite 830, Washington, D.C 20005‑3917 Email: toconnor@ngfa.org
Soybean Processors Association of India (SOPA): SOPA is an all India based association having a membership of 600 members representing processing industries, exporters, buyers, brokers, surveyors, analysts as well as farmers. The Association members are actively involved in trading soybean meal for food and feed purposes. Contact Point: Mr. D. R. Kalra, Executive Director, Soybean Processors Association of India, Scheme No. 53, Bear Malviya Nagar, A. B. Road, Indore 452 008, India, Email: sopain@born4.vsnl.net.in

ANIAME: ANIAME is the Association of Oilseed (including soya, canola and sunseeds) Processors in Mexico. Contact Point: Lic Amadeo Ibarra, Director General, ANIAME, Praga 39 Piso 3, Col. Juarez, C. P. 06600, Mexico, D.F., Mexico, Email: aibarra@aniame.com

Hungarian Grain and Feed Association: The Hungarian Grain and Feed Association represents 80 ‑90% of the companies involved in Hungary's milling, grain‑export, soymeal‑import and feed milling industry. Contact Point: Mr. George Makay, General Secretary, Hungarian Grain and Feed Trade Association, Alkotmany U. 16.11.9, H‑1 054 Budapest, Hungary, Email: gabonaszov@mail.datanet.hu

The Solvent Extractors' Association of India: The Solvent Extractors' Association of India was formed in 1963 to help and foster the development and growth of India's solvent extraction industry. At present the Association has about 900 members including about 550 solvent extraction plants having a combined oilcake/oilseed processing capacity of about 30 million tonnes. Contact Point: Mr. B.V. Mehta, Executive Director, 142 Jolly Maker Chambers No 2, 14 th Floor, 225, Nariman Point, Mumbai‑400 021 India, Email: solvent@vsnl.com

National Corn Growers Association (NCGA): NCGA is a coalition of 27 affiliated state organizations and represents the interests of 350,000 corn producers in the United States. Contact Point: Mr. Fred Yoder, Director and Chairman, Biotechnology Committee, National Corn Growers Association, Email: seedman@netwalk.com or Tolman@ncga.com

APPAMEX: The Mexican Association of Providers of Agricultural Products represents organizations involved in the trade of imported and exported agricultural commodities in Mexico. Contact Point: Guadalupe Arriaga Rubio, Directora, Durango 245 Desp. 203, Col. Roma, 06700 Mexico D.F, Email: appamex@attglobal.net

US Wheat Associates: US Wheat Associates is the market development arm of the US wheat industry. Contact Point: Nelson Denlinger, US Wheat Associates, Suite 801, 1620 1 Street, N.W., Washington, D.C. 20006‑4005, Email: ndenlinger@uswheat.org

ANNEX  TWO

Shipping  Documents
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s M.V, "SATTAR" ’ . PORT KEMBLA
Pcn(ll of gischarge - direct or via other Porls as per cmnwmy

PORT SUDAN ' !

Shippar's deseription ot goods

AUSTRALIAN HARD WHEAT IN BULK 34200.000 TONNES
AUSTRALIAN PREMIUM WHITE WHEAT IN BULK 7000.000 TONNES

Grain In bulk of
Forty One Thousand Two Hundred Point Zerao Zero Zero  TONNES
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Ceres House, 528 Lonsdale Street, Melbourne Victorla, Australia 3000 Tel (03) 9209 2000

No. .09083.....
19 NOYEMBERyZOOl

FOR ACCOUNT OF : SAYGA FLOUR MILL
T NO. 1 STREET 5 EAST

RKHARTOUM 2, KHARTOUM

SUDAN
CONSIGNED TO : SAYGA FLOUR MILL,

SAYGA STREET,

RHARTOUM NORTE INDUSTRIAL AREA,

KHARTOUM, SUDAN ‘

SEIPPED PER s M.,V.'SATTAR'

FOR : PORT SUDAN
CONTRACT NO.(S): A4839 DATED 12 OCTOBER,1999
SEIPPED AT : PORT KEMBEA, NEW SOUTH WALES

"DESCRIPTION

CONTRACT: A4839 .
GNENE® TONNES OF AUSTRALIAN HARD WHERT IN BULK AT USD
@M FER TONNE FOB

PLUS : FREIGHT .
OEeEmEes ToNNES AT USD ¢ PER TONNE

A
A
PLUS : INSURANCE I
GRS TONNES AT USD (8 PER TONNE ,
S
L]

QN TONNES OF AUSTRALIAN PREMIUM WHITE WHEAT IN BULK
AT USD 3R FER TONNE FOB

PLUS : FREIGHT .

SN TONNES AT USD @ll® PER TONNE

PLUS : INSURANCE .
QIR TONNES AT USD @Ml PER TONNE

TOTAL: ‘USD RN

UNITED STATES
) CURRE%!CY
PAYMENT: TC BE MADE IN TERMS OF CONTRACT A4B83¢% ’

REFER ATTACHED INVQICE(S) AS FOLLOWS FOR ADDITIONAL CHARGES AND/OR
DEDUCTIONS, 0S083A° :

OCEAN FREIGHT: SELLER'S CARE
INSURANCE "t SELLER'S CARE

BILL OF LADING DATED : MELBOURNE, 16 NOVEMBER,2001 .

AWB LIMITED
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Shipper/ . AwB LINMITED: ;.. ) . “Consignee SAYGA "ELOUR * MILL
Exporter A.C.N. OB1 690 459 GA STREET,

Cares House, 528 Lonsdale Street KHARTOUM NORTH INDUSTRIAL AREA. ;
Malbourne Victorta Australia 3000 KHARTOUM, SUDAN .

Notify SAYGA FLOUR MILL,

Party SAYGA STREET,
KHARTOUM NORTH INDUSTRIAL AREA,
KHARTOUM, SUDAN

T I(s) of Loading PORT KEWBLA

Vessel M.V, “SATTAR" : B111 of Lading Date 16TH NOVEMBER, 2001
Discharge Port(s) PORT SUDAN +

Final Destination(1f on carriage)

All packages must be described according to the following:

Marks and Numbers - Nil Numper and Kind of Packages = In Bulk :
Description of Goods- Tonnage Statistical Code
' ’ . (Tonnes)
AUSTRALIAN HARD WHEAT IN BULK 34200.000 1001.90.23
AUSTRALIAN PREMIUM WHITE WHEAT IN BULK . 7000.000 1001.90.23
-
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Customs sutharilles of the importing cauntry or their nomines, and Indusiey, sxporter and te tha test of my knowlsdge
far Insgection at any tima such svidence es may ba . and ballef the country of arigin of the above mandonsd
requested for ﬂu purpose of uﬂan this enctificata, The goods, based un the rulas of arlgin cialmed by the
socn ware produendlmmuhctund at axporter, Is AUSTRALIA. . C e

NEW SOUTH WALES

- . victorian Employers
Ingert-place of productlan/manutaciure Iw Ch;c;:&lrel ammerce
. snd incuitry

Signaturs of Authorised Otficer .

LY -

Crtorg
Meloowine. Aystrafia ™
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CERTIFICATE OF QUALITY AND CONDITION .

’

It is hereby certified that the bulk grain described hereunder was loaded on board
the M.V."SATTARY at the port of PORT KEMBLA for PORT SUDAN on the days of:

15TH and 16TH NOVEMBER, 2001 at PORT KEMBLA,

The grain was duly examined and is certified to be AUSTRALIAN HARD WHEAT IN BULK
and AUSTRALIAN PREMIUM WHITE WHEAT IN BULK in sound condition.

Ed

Signed :
o\

Dated : 16TH NOVEMBER, 2001

AWB LIMITED ABN %9 081 890 459

Ceres House 528 Lonsdale Street Melbourne Vic 3000 GPO Box 4562 Melbourne Vic 3001 Australia
Telephone 03 9209 2000 Facsimile 03 9670 2782 www.awb.com.au

| The Australian Grains Marketer
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Declared name and addrass ol consignee {2)
NO'IT.FY PARTY.’.
SAYGA FLOUR MILL,
SAYQGA STREET, -
EHARTOUM NORTH INDUSTRIAL AREA,
"KHARTOUM, SUDAN : - .
- : Place of origh (7) 2508 Telde daslinaﬁon ICOds
" Apstralia 3SR R 8D
TO: The Plant Protection 'Orga'nls"a’udrf of {(9)
Oedared of conveyance (10) 8
means
MV “SATTAR”
Dedared point of entry (11)
PORT SUDAN .
Distinguishing marks No. and descyiption Name of produce/ Botanical nama Commedity code (16)
and container nos (12) of packages (13) quantity declared (14) of plants (15)
Nil In Bulk Bulk Whest Triticum 1001.90.23
. (Silo Weight) Acstivimm

41,200.00 * Tornes

Total mass (18)
41,200.00
Tonmes

In Bulk

phylasanitary reguiations of the importing country. (19)

This Is to certify that the plants or plant products described above have been inspected according lo appropriate procedures and are considerad
to be frea from quarantine pests, and practicaliy free from other injurious pasts; and thal thay are conslderod 1o conform with the cumrent

DISINFESTATION AND/OR DISINFECTION TREATMENT (20)

Date (21} Treatment (22) Chamical (active Ingredient) (23)  |Conca
Duration and temperatura (25) | Additional infosmetion(267

Additional Declaration (27)

No Additional Declarations

Name of Inspector (28) inspection Date (29) [ Coda

® GMcWHIRTER 15,16/11/2001 2505
Name of Authoriged Officer (30) Inspaction Date (31) ICoda
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LIMITED
CERTIFICATE OF WEIGHT

It is hereby certified that continuous inspections were made at the port of PORT
KEMBLA during the loading of grain into the M.V."SATTAR" which took place on the -
dates of:

15TH and 16TH NOVEMBER, 2001 at PORT KEMBLA.

4
It is certified that the grain was loaded in bulk and weighed : 41200.000 TONNES.

g v
Consisting of AUSTRALIAN HARD WHEAT IN BULK 34200.000 TONNES. , and AUSTRALIAN
PREMIUM WHITE WHEAT IN BULK 7000.000 TONNES. .

on o\

Dated : 16TH NOVEMBER, 2001

AWSB LIMITED ABN 99 081 890 459

Ceres House 528 Lonsdale Street Melbourne Vic 3000 CPO Box 4562 Melbourne Vic 3001 Australia
Telephane 03 9209 2000 Facsimile 03 9670 2782 www.awb.com.au

The Australian Grains Marketer. -
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AWB-PUBLIC AFFAIRS

ACN. 689052836 S
AB.N. 90 059 052 836 ST

(incorporsied la N.S.W)
Offices att ADELAIDE @ BRISBANE @ FREMANTLE ® MELBOURNE @ SYDNEY®

PORT OFFICE:

9™ FLOOR

50 MARKET STREET
MELBOURNE VIC 3000

“TELEPHONE: (03)9614 2385
FACSIMILE:  (03) 9614 2753

VESSEL

BILL OF LADING DETED
QUANTITY LOADED

WE HEREBY
100 Al OR

SIGNED :

DATED s

HEAD OFFICE:

3RD FLOOR

86-88 GEORGE STREEI'

P.O BOX R3L5 ROYAL EXCHANGE
THE ROCKS NSW 2000

TELEPHONE: (02) 247 5511 -
FACSIMILE:  (02)247 5522
TELEX: AA26113

-

MV "SATTAR"
16TH NOVEMBEH, 2001
41,200.00 TOKNES

o on »e

o

CERTIFY THAT THE ABOVEMENTIONED VESSEL IS CLASSED LLOYDS
EQUIVALENT.

A PS AGENCIES
PTY LWITED
16TE NOVEMBER, 2001 S

TOTAL P.BS

o
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We report as follows : -

: 3

: (@3 SG SGS United Kingdom Ltd.

: L~ Agricuitural Division

‘3 Avenua I:-louse Company Name

: :ﬂl High Street -Company Address
: HU1 1NQ

3 Tel 01482 620003

: Fax: 01482 599834

s

G

: REPORT OF DISCHARGE
-]

: RefNo.: AH LM Issued at: Newbury Park Dated:
-

s In pursuance of an order received, requesting us to carry our the instructions summarised as supervision
s of discharge, Weighing & Sampling of a consignment designated as:

¢

Z Commodity :

: B/L Weight : metric tonnes

: Vessel ;o MV

: Loaded at :

3 Discharged at :

metri

Vessel arrived :
Vessel berthed :
Commenced discharge

Completed discharge

Kindly note, all samples held by SGS will, in the normal course of events, be retained for a period of 90
days from the date of sealing. After this time samples will be disposed of unless written instructions to
the contrary are received.

SGS United Kingdom Ltd
Agricultural Division

Member of the SGS Group (Société Générale de Surveillance S.A)

This report is issuad by the Company under its General Conditions for Inspaction and Tasting Secvices (Copy avaiable upon requast). Tha issuance of this

Repori does not exonerale duyers or sellers from exercising ati their rights and discharging afl thair Habiiities under the Contract of Sale. Slipuiations to the contrary
ara not bindirg on tha Company. The Company’s responsibilty under this Repart is limitad to praven negligencs and will in no case be more than len times the
amouns of (he fees or commission. Except by special arangement, samples. if drawn, wil not be ratained by the Company for more then three months.
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days from the date of sealing. After this time samples will be disposed of unless written instructions to ‘
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f@\ SG SGS United Kingdom Ltd.
- i

Agricultural Division

Agricultural Division Com Name
Newbury House, 890-S00 Eastern Av pany

Newbury Park Company Address

liford, Essex

United Kingdom
iG2 7HH

Tel: 020 8580 5835
Fax: 020 8590 2694

REPORT OF LOADING
Ref No.: AN LM Issued at: Newbury Park Dated:

In pursuance of an order received, requesting us to carry our the instructions summarised as supervision
of loading, Weighing & Sampling of a consignment designated as:

Commodity :
Loaded to + MV.
Loaded at :

B/L Date T
Discharged at :

Test Results : Natural Weight
Moisture
Admixture

Condition of goods |

Vessel arrived
Vessel berthed
Hold Inspection

ee 14 4w

and found to be clean dry free from
smell and in these respects only accepted fit to load.

ROQBs BN WQURT UDNNL VORe NWAR UQWe BOG UDKWS OB WOWs NOBe VDU UAW: USRI UQWI ROBY HDO WS BQAQNY QU BGUVe DG l‘DUI GO UO N UDWeRBR VOV BQUe WD

Continued/...

Member of the SGS Group (Société Générale de Survelllance S.A)
This reportis issued by the Company under its General Conditions for Inspection and Teating Services (Copy The of this
R-Mdusnamubwmunﬂonlmnunrdsng-lhmmm-nd discharging ummm-w«mcmdsu Stipulations to the contrary
ars not binding on the C The C y under this Report is imied to proven negiigence and wil in no case be more thag ten times the
amount of the fees or comnission. Emoptby;poduumoomom samples, i drawn, will not be retsined by the Company for mors than three monihs.
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r@\ SG SGS United Kingdom Ltd.
2 4 Agricuitural Division

Newbury House

890-900 Eastarn Avenue .
Newbury Park Company Name
Iiford .

Essex 1G2 7THH Company Address
Tek: 020 8590 5995

Fax: 020 8590 2694

Telex; 897164

Certificate Number: 0773/

HOLDS INSPECTION CERTIFICATE

Ref No. AN
issued at Newbury Park date

In pursuance of an order received, requesting us to carry out the instructions summurised as
under:

Supervision of: HOLDS INSPECTION

ofa cggsignq;gmjgesignated asiz -

'Commodlgz

Guthampton, UnitedKingdoth

We cerg%&z'aérfsllows:-

In accordance with instructions we attended on board the above mentioned vessel and confirm that
the holds of the carrying vessel have been visually inspected prior to loading and found clean, dry
and ready in these respects only to load and carry the above cargo of

SGS United Kingdom Ltd
Agricultural Division

Member of the SGS Group (Société Générale de Surveillance SA)

This cartficate is issued by the Company under its Ganeral C. far ction and Tasting Sesvi printed . The issuance of mis Cartificate doss not
exonerate buyars or saliers from exescising il their nmls-\ddlwhnrang all thet lisbillies under tha Contract of Sala. Stipuistions o the contrary sre not binding on the
¢ The C y's rasp uuymdorm-cmnauunmnnwmnme!lqmmmﬂnmanbommwwmlunmumrmw
cammuum Exuptby: scrangement, samples, if drawn, wil not be retained by the Coampany for more than three months.
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‘@\ SG SGS United Kingdom Ltd.
Agricuitural Division
ar ‘
Newbury Houss SGS United Kingdom Limited
8390-800 Eastern Avenue Avenue House ‘
Nwbury Park 157 High Street !
162 7THH Hull '
Tel: 0208 530 5995 HUT 1NQ
Fax: 0208 590 2694 United Kingdom
Att: ’
INVOICE No. Draft Page 1/1
CodefSector: 070401Y/AGRIDIV AccountNo : 46993999
lssuing Office: Newbury Park issue Oate : 03/12/2001
Our Refer.No : AN LM Ref/Order.
Activity Code information services supplied Detail Amount (Exc VAT)
) GBP GBP
M/V P
From / to :
Commodity
Date *
To:
Supervision of Loading/Discharge, Weighing and Sampling
XXXX.XxxXx metric tonnes @ agreed rate GBP per m/t
E.& 0. E. - TOTAL EXCLUDING VAT 0.00
VAT 17.6 % g.00
TOTAL Invoice GBP 0.00

PLEASE NOTE OUR SETTLEMENT TERMS ARE 30 DAYS FROM DATE OF iINVOICE

Please refer to invoice number when making payment.
Subject to our trade terms and conditions. Copies available on request.
Registered in England No. 1841358. Registared Office: SGS Housa, 217-221 London Road. Camberley, Sumrey, GU15 3EY. VAT Reglstration No GB 208 8604 63

Rernittances to: SGS United Ki

ingdom Limited, Finance Division. Rossmore Business Park, Ellesmare Port, South Wirral, CH8S 3EN
Bank Pie, 5 High Street, Brackneil, Bank Code 51-81-22, A/c Nos: 67719183 {GBP), 02690983 (USD)
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DEPARTMENT FOR ENVIRONMENT, FOOD AND RURAL AFFAIRS
THE SCOPTISH EXECUTIVE ENVIROMMENT AND RURAL AFFAIRS DEPARTMENT
NATIONAL ASSEMBLY FOR WALES

VETERINARY CERTIFICATE

EXPORT OF GRAIN TO ...-.cvcevenveacrs [T che e

EXPOR®TIN; COUNTRY: UNITED KINGDOM (GCREAT BRITAIN)

b Idantification of consignment

Description of the products: .......-..

—

{a

......................

{(b) Packaging:

{¢) Yaar of harvest:

(d) Additional Intormation:

11 vr.gin of preduct¥
ta) Place of ZXoad!

(o) Mééns;gfﬁtranspoztation: ....... e

III Health Infotmation

1. 1, the undersignaed, certify that & declaration has beren raceived from
the exportaer ol the consignment described at [({a) abode sLaling thet
the consignment is not under any ofticial restrictions as & rasult of
an outbraak ot foot and mouth, or sny orher diseasc of livestock
notifiable to Lhe OTE under list A, and cun be (reely zald in tha
Unirad Kingdom.

5029FHC {Cleared 17/0%/7001)

P.29

26
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Modified Invoice

XYZ Ltd, | INVOICE

Cereal Traders

Agriculture House, Vancouver, Canada
Tel: 01234 56789

Date: 111102
Invoice No: 1234

For the Account of: Agri-Buyers Lid.

1 Seed House

Cairo, Egypt
Shipped per: M.V "Aliis P*
For: Port Said
Contract No. SW 342 Dated 12th November 2001
Port of Loading: Galveston, U.S.A
Bill of Lading: 27th December 2001

Description

Contract: SW 342
50,000 Tonnes of U.S No.2 Yellow Soyabeans in buik at
$191.00 per Tonne CIF 9,550,000.00

Freight: Pre-paid

[ Total: USDS _ 9,550,000.60

Cartegena Protocol on Biosafety Provision: This shipment may contain living modified organisms for direct use
as food or feed, or for processing. This shipment is not intended for intentional introduction into the environment.

Contact Point: In relation to the Protocol of "..............." further information on the above mentioned
shipment can be provided by the seller named above.

Payment Due 30 days from the date on this invoice.
Please refer to invoice number when making payment by telegraphic transfer.

Bankers: Bank of Canada
7 High Street
Vancouver, EC1 7TG
Account No: 123456
Sort Code: 654321

A Pl





II. COMPILATION OF RESPONSES FROM SOME RELEVANT INTERNATIONAL ORGANIZATIONS REGARDING PARAGRAPHS 2 (b) AND (c) OF ARTICLE 18 
ORGANIZATION FOR ECONOMIC COOPERATION AND 
[25 January 2002]

DEVELOPMENT (OECD)





[SUBMISSION: ENGLISH]

The present notification concerns Article 18(c) (handling, packaging, transport and identification of living modified organisms) and tries to respond to the two questions raised in Mr. Zedan's letter.

1.
Actions taken within the framework of the OECD Schemes for the Varietal Certification of Seed Moving in International Trade.

At their Annual Meeting held in Paris on 27-29 June 2001, Mrs. Harries (OECD Chairperson, Argentina) asked the OECD Secretariat to supply information about the OECD Seed Schemes to the CBD Secretariat, as requested. This was following a presentation by Messrs. Letodé_and Pythoud and the ensuing discussion.

At the Meeting of the Extended Advisory Group for the OECD Schemes held at Changins near Geneva on 19-20 October, Delegates shared the view that the Schemes were well suited to convey part of the information required by the Protocol and to do so efficiently. They were of the opinion that the well established mechanisms of information and co-operation between National Designated Authorities of the importing and exporting countries would allow an easy transmission and checking of critical data related to seed lot shipments.

2.
Views on issues addressed by the ICCP that are of relevance to the OECD Seed Schemes.

The ICCP work may also take advantage, from a biosafety viewpoint, of the already implemented OECD standards, rules and directions for reducing the possible risk of GMO contamination. 

At present, the Schemes allow that the OECD label "may be used for such additional information as the Designated Authority wishes to give" (Appendix 4, article 3.4 of each Scheme). This provision is already used for supplementary information to OECD certification as required by some importing countries and the EU.

The introduction of rules for information about Seed of OMO-Varieties on the OECD-Label as well as on the OECD-Certificate was discussed at several OECD-Seed Scheme meetings. The OECD Certificate would be useful for providing certain information, particularly the declaration that the movement is in conformity with the requirements of the Protocol, any requirements for safe handling, storage, transportation and use, contact point for further information, etc. 

3. 
Other information and latest developments

A Working Group on Genetically Modified Seed Issues was established at the 2000 Annual Meeting held in Germany, with M. Pierre Miauton (Switzerland) in the Chair. The main aspects of discussions are the adventitious presence of genetically modified organisms in conventional seed and the identification of genetically modified varieties. No conclusions have been reached so far but the debate will undoubtedly be pursued in view of the implications for the assessment of varietal identity and purity across the seed generations from pre-Basic to Certified, without prejudice to the safety evaluation of conventional seed.

The proposal to identify GMO varieties in the annual OECD Official List of Varieties has been discussed since our 1998 South African meeting and was formally proposed by a country last year.

To date, 52 countries participate in the OECD Seed Schemes that are open to all UN Member States. The Russian Federation, Latvia, Yugoslavia and Mexico were admitted last month by the OECD Council, following Brazil, Lithuania, and Egypt which entered before: FAO, UPOV, ISTA, professional, scientific and farmers' organisations are regular observers at our meetings.

ORGANIZATION FOR ECONOMIC COOPERATION 

[14 January 2002] 

AND  DEVELOPMENT (OECD)



[SUBMISSION: ENGLISH]

Recommendations from the second meeting of the ICCP requesting action from relevant organizations


As regards activities that are part of OECD’s Environment Programme, there are two main items, which are being undertaken by OECD’s Working Group for the Harmonisation of Regulatory Oversight in Biotechnology, which are of relevance.


The first of these is co-operation between the OECD and the Secretariat of the CBD on the Biosafety Clearing House. As you know, this has mainly focused on developing interoperability between OECD’s databases and the BCH. We believe we have made good progress in our co-operation in this area, especially as regards interoperability with OECD’s Product Database, and we look forward to our continuing co-operation. We have now agreed a text of the draft Memorandum of Co-operation, which we expect will be signed by OECD’s Deputy Secretary-General and forwarded to you during the next few days.


The second area relates to the development of a unique identification system, which is mentioned in the annex to your letter of 7 November and is maybe of specific importance to article 18 of the Protocol. OECD’ Working Group is in the process of developing a unique identification system for transgenic plants and will discuss the topic at its forthcoming meeting to be held 14-15 January 2002. While it is not possible to prejudge the outcome, I hope and expect that the results of the discussion will be of value to the implementation of the protocol. Consequently, I will be giving you an update following the conclusion of the meeting of the Working Group. 

[image: image20.png]



Also published in the Series on Harmonization of Regulatory Oversight in Biotechnology:

No. 1, Commercialisation of Agricultural Products Derived through Modern Biotechnology: Survey Results (1995)

No. 2, Analysis of Information Elements Used in the Assessment of Certain Products of Modern Biotechnology (1995)

No. 3, Report of the OECD Workshop on the Commercialisation of Agricultural Products Derived through Modern Biotechnology (1995)
No. 4, Industrial Products of Modern Biotechnology Intended for Release to the Environment: The Proceedings of the Fribourg Workshop (1996)

No. 5, Consensus Document on General Information concerning the Biosafety of Crop Plants Made Virus Resistant through Coat Protein Gene-Mediated Protection (1996)
No. 6, Consensus Document on Information Used in the Assessment of Environmental Applications Involving Pseudomonas (1997)

No. 7, Consensus Document on the Biology of Brassica napus L. (Oilseed Rape) (1997)

No. 8, Consensus Document on the Biology of Solanum tuberosum subsp. tuberosum (Potato) (1997)
No. 9, Consensus Document on the Biology of Triticum aestivum (Bread Wheat) (1999)

No. 10, Consensus Document on General Information Concerning the Genes and Their Enzymes that Confer Tolerance to Glyphosate Herbicide (1999)

No. 11, Consensus Document on General Information Concerning the Genes and Their Enzymes that Confer Tolerance to Phosphinothricin Herbicide (1999)

No. 12, Consensus Document on the Biology of Picea abies (L.) Karst (Norway Spruce) (1999)

No. 13, Consensus Document on the Biology of Picea glauca (Moench) Voss (White Spruce) (1999)
No. 14, Consensus Document on the Biology of Oryza sativa (Rice) (1999)
No. 15, Consensus Document on the Biology of Glycine max (L.) Merr. (Soybean) (2000)

No. 16, Consensus Document on the Biology of Populus L. (Poplars) (2000)

No. 17, Report of the OECD Workshop on Unique Identification Systems for Transgenic Plants, Charmey, Switzerland, 2-4 October 2000 (2001)


No. 18, Consensus Document on the Biology of Beta vulgaris L. (Sugar Beet)

No. 19, Report of the Workshop on the Environmental Considerations of Genetically Modified Trees, Norway, September 1999.

No. 20, Consensus Document on Information used in the Assessment of Environmnetal Applications Involving Baculovirus

No. 21, Consensus Document on the Biology of Picea Sitchensis (Bong.) Carr. (Sitka Spruce)


No.22, Consensus Document on the Biology of Pinus Strobus L. (Eastern White Pine)

© OECD 2002

Applications for permission to reproduce or translate all or part of this material should be made to:

Head of Publications Service, OECD, 2 rue André-Pascal, 75775 Paris Cedex 16, France.
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OECD GUIDANCE 

FOR THE DESIGNATION OF A 

UNIQUE IDENTIFIER 

FOR 

TRANSGENIC PLANTS

Environment Directorate

Organisation for Economic Co-operation and Development

Paris 2002

About the OECD

The Organisation for Economic Co-operation and Development (OECD) is an intergovernmental organisation in which representatives of 30 industrialised countries in North America, Europe and the Pacific, as well as the European Commission, meet to co-ordinate and harmonise policies, discuss issues of mutual concern, and work together to respond to international problems. Most of the OECD’s work is carried out by more than 200 specialised Committees and subsidiary groups composed of Member country delegates. Observers from several countries with special status at the OECD, and from interested international organisations, attend many of the OECD’s Workshops and other meetings. Committees and subsidiary groups are served by the OECD Secretariat, located in Paris, France, which is organised into Directorates and Divisions.

The Environment, Health and Safety Division publishes free-of-charge documents in nine different series: Testing and Assessment; Good Laboratory Practice and Compliance Monitoring; Pesticides; Risk Management; Harmonization of Regulatory Oversight in Biotechnology; Chemical Accidents; Pollutant Release and Transfer Registers; Safety of Novel Foods and Feeds; and Emission Scenario Documents. More information about the Environment, Health and Safety Programme and EHS publications is available on the OECD’s World Wide Web site (see below).

This publication is available electronically, at no charge.

For the complete text of this and many other Environment,

Health and Safety publications, consult the OECD’s

World Wide Web site (http://www.oecd.org/ehs/)

or contact:

OECD Environment Directorate,

Environment, Health and Safety Division
2 rue André-Pascal

75775 Paris Cedex 16

France

Fax: (33-1) 45 24 16 75

E-mail: ehscont@oecd.org



This guidance for a unique identifier for transgenic plants was developed by OECD’s Working Group on Harmonisation of Regulatory Oversight in Biotechnology. The purpose is for use as a “key” to unlock or access information in OECD’s database of products of modern biotechnology which have been approved for commercial application, as well as interoperable systems (such as the Biosafety Clearing-House of the CBD).

One of the first major steps in the development of this guidance was an OECD Workshop on Unique Identification Systems for Transgenic Plants, which was hosted by Switzerland in Charmey in October 2000.  The report of the Workshop was declassified and published during 2001 [ENV/JM/MONO(2001)5].

At the time of the Charmey Workshop, a number of options for developing a unique identifier were under consideration.  Subsequently, these options (and related issues) were discussed in detail at the 9th and 10th meetings of the Working Group (November 2000 and June 2001).  The final step in the process was at the 11th meeting of the Working Group (14-16 January 2002) when delegations drafted and agreed the attached guidance.  It includes an introductory section, a section on how to develop and generate unique identifiers, as well as a section on future developments.  OECD’s Business and Industry Advisory Committee (BIAC) have played an important part at all stages in the discussion through their Expert Group on Biotechnology.  This is important because according to the guidance, it is the developers of transgenic products who will generate the unique identifier.

At the 33rd Joint Meeting of OECD’s Chemicals Committee and Working Party on Chemicals, Pesticides and Biotechnology, it was agreed that this guidance be declassified so that it could be widely disseminated in a short time.  
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Introduction


The purpose of the unique identifier is for its use as a key to accessing information in the OECD product database and interoperable systems for the products of modern biotechnology which have been approved for commercial application.  This guidance addresses the development of a unique identifier for use in the product database. It was developed from plant products in the OECD BioTrack Product Database and its use is directly applicable to plant products entered into the database. While the concepts and principal components were developed for plants they may be considered for their potential applicability to other products. 


OECD has been working on a “unique identifier for transgenic plants” since 2000. This was initiated with an OECD Workshop on Unique Identification Systems for Transgenic Plants, which was hosted by Switzerland in October of that year (Charmey, Switzerland, 2-4 October 2000).


A major objective was to identify the most efficient means of establishing a unique identifier for transgenic plants, and to draft conclusions, recommendations and points to consider within the context of OECD’s Product Database. In this context, the Workshop proposed several options for a unique identifier. (See the “Report of the OECD Workshop on Unique Identification Systems for Transgenic Plants” http://www.oecd.org/biotrack) 


There was a consensus that there is a need for a unique identifier: a simple alphanumeric code based on the transformation event (rather than other options such as a new variety), with a single digit for verification. The unique identifier should be a “key” to unlocking more detailed information in the product database and interoperable systems (for example, the Biosafety Clearing-House). As such, it should be kept short, simple and user friendly. It should also be built in a flexible way and might potentially serve as a core unique identifier for future developments. It should also take into account experience with, and be applicable to, existing products.  


Each applicant has their own internal mechanism to avoid applying the same designation of the “transformation event” to different products. Consequently, incorporating the applicant information into the unique identifier is the only way to enable applicants to generate the unique identifier for their own product, while at the same time ensuring its uniqueness from those generated by other applicants. Furthermore, this provides applicants with the flexibility to generate the unique identifier at the time they believe appropriate or necessary. 


Item 1


The purpose of the unique identifier is for its use as a key to accessing information in the OECD product database and interoperable systems for the products of modern biotechnology which have been approved for commercial application.  This guidance addresses the development of a unique identifier for use in the product database. It was developed from plant products in the OECD BioTrack Product Database and its use is directly applicable to plant products entered into the database. While the concepts and principal components were developed for plants they may be considered for their potential applicability to other products. 

Item 2


Applicants should designate to the national authority a unique identifier for their product, at the latest, at the time of application for the first commercial approval. 

Item 3


The national authority should, at the time of the first approval for commercialisation, notify the OECD BioTrack Product Database of the designated unique identifier, in order to enable access to the relevant information in the database for all subsequent applications for commercialisation in other countries. 

Item 4


The unique identifier is a code of a fixed length of 9 alphanumeric digits for a transformation event derived from modern biotechnology.(.
 It should be unique to that transformation event.  

Item 5


The unique identifier is composed of three elements that must be separated by dashes (-).  The total length is 9 digits, the last of which is a verification digit. The transformation event and the applicant designation should total 8 alphanumeric digits.

· 2 or 3 alphanumerical digits to designate the applicant;

· 5 or 6 alphanumerical digits to designate the “transformation event”(2; 

· One numerical digit as a verification, as foreseen in item 7.

For example,

	C
	E
	D
	–
	A
	B
	8
	9
	1
	–
	6


or

	C
	E
	–
	A
	B 
	C
	8
	9
	1
	–
	5


Item 6


The unique identifier should include the “applicant information” of 2 or 3 alphanumeric digits (for example, the first 2 or 3 digits of the applicant organisation name), followed by a dash. Any new applicant that is not identified within the database shall not be permitted to use the existing codes listed in the applicant’s code table within the database. The applicant shall inform the national authorities who will update the BioTrack Product Database, by including a new code that will be designed to identify the new applicant in the code table.

Item 7


The unique identifier should include one verification digit, which shall be separated from the rest of the unique identifier digits by a dash. The verification digit is intended to reduce errors by ensuring the integrity of the alphanumeric code, entered by the users of the database. 


The rule to calculate the verification digit is as follows. The verification digit is made up of a single numerical digit. It is calculated by adding together the numerical values of each of the alphanumerical digits in the unique identifier. The numerical value of each of the digits is from ( to 9 for the numerical digits (( to 9) and 1 to 26 for the alphabetical digits (A to Z) (see annex). The total sum, if made up of several numerical digits, will be further calculated by adding the remaining digits together using the same rule, in an iterative process, until the final sum is a single numerical digit.

For example, the verification digit for the code CED-AB891 is calculated as follows:



Step one : 3+5+4+1+2+8+9+1 = 33;  



Step two: 3+3 = 6; therefore the verification digit is 6; 


Therefore, this unique identifier then becomes 



CED-AB891-6
Item 8


The above guidance is sufficient to generate unique identifiers for the majority of existing plant products. As regards new products with more than one transformation event (often referred to as stacked transformation events) which have been previously approved for commercialisation, a flexible approach is taken. Two approaches are possible. First, an applicant may choose to generate a novel unique identifier for such products. Second, an applicant may choose to use a combination of the unique identifiers from products previously approved for commercialisation. 


FUture developments


It was recognised that it may be necessary to revisit in the future the potential use of prefixes or suffixes if there is a need to incorporate further information fields.  The use of prefixes or suffixes, on an ad hoc or voluntary basis, to incorporate further information fields for use in the BioTrack Product Database, as appropriate or requested by a country, will continue to be discussed and should be made public by national authorities. 


This guidance for the development and designation of the unique identifier may be reassessed in the light of experience gained. 


ANNEX

A. Form of digits to be used in the unique identifier

	(

	1

	2

	3

	4

	5

	6

	7

	8

	9


A. Form of alphabetic characters to be used, plus numerical equivalents for calculating verification digit. 

	A=1

	B=2

	C=3

	D=4

	E=5

	F=6

	G=7

	H=8

	I=9

	J=1(

	K=11

	L=12

	M=13

	N=14

	O=15

	P=16

	Q=17

	R=18

	S=19

	T=2(

	U=21

	V=22

	W=23

	X=24

	Y=25

	Z=26


ORGANIZATION FOR ECONOMIC COOPERATION AND
[20 September 2001]

DEVELOPMENT (OECD)





[SUBMISSION: ENGLISH]

In response to the request made in Annex 2 b) of the same report, I am pleased to send you some essential information about the OECD Seed Schemes which, I believe, offer a time‑tested, UN‑open official instrument for shipping seed across borders.

Established since 1958, the Schemes include at present almost as many non‑OECD countries as countries of the OECD, from all continents (and including Kenya). They cover close to 25 000 varieties belonging to some 200 species. It is sometimes estimated that 90 per cent of the seed shipped under an internationally recognized system are under the OECD Schemes. The Schemes are also often used as domestic rules and in international technical co​operation. Certificates and markings are under the responsibility of governments, which set up suitable arrangements for national implementation. Over the years, the Schemes have demonstrated flexibility in public/private coordination and in using OECD documentation as a support for other official information. Advanced breeding methods, identification of GM varieties as well as thresholds on the presence of GMOs in conventional seed are among the difficult topics being discussed.

The OECD Seed Schemes co‑operate closely with several international organizations including FAO, UPOV, ISTA and FIS.

Should you need additional information, I attach to my letter the map of participating countries and some relevant data.
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Excerpt from OECD SEED SCHEMES "2000" BROCHURE

APPENDIX 4

SPECIFICATION FOR THE OECD LABEL OR MARKING OF SEED CONTAINERS

1.
Description

1.1Type:  
Labels may be either adhesive or non‑adhesive.  The information may be printed on one side only or on both sides.
1.2Shape:  
Labels shall be rectangular.

1.3Colour:  
The colours of the labels shall be:

- Pre‑Basic Seed
White with diagonal violet stripe;

- Basic Seed
White;

- Certified Seed, 1st Generation
Blue;

- Certified Seed, 2nd Generation or successive generations:
Red;

- Not Finally Certified Seed
Grey.


On all red labels and all grey labels for certified seed of 2nd or further generation the appropriate generation number must be stated.

One end of the label shall be overprinted black for a minimum distance of 3 cm leaving the rest of the label coloured.

1.4
Material:  The material used must be strong enough to prevent damage in ordinary usage.

2.
Reference to the OECD Scheme


Reference to the OECD Scheme shall be printed in English and in French within the black portion of the label or on the outside of the seed container (see Rule 10.1.2).  This shall read: "OECD Seed Scheme" and "Système de l'OCDE pour les Semences".

3.
Information on the Label

3.1
Prescribed Information:  

The following information shall be printed in black type on the coloured portion of the label (white, blue red or grey).

3.1.1 
Basic Seed
· Name and address of Designated Authority:

· Species:  

· Variety:  (Name or code number)

· open pollinated/ cross/ inbred line(
  

· Basic Seed

· Reference number:  (see Appendix 3)

· Country of Production: (if the seed has been previously labelled as Not finally certified seed)

· Statement of re‑labelling, if required.

On the label for not finally certified seed shall appear the statement: 

· "Not Finally Certified Seed".

For Pre‑Basic Seed the words "Pre‑Basic Seed" must appear on the label.  In addition to the above information, for open‑pollinated varieties there shall be a statement of the number of generations by which the seed precedes Certified Seed, first generation.

3.1.2
Certified Seed
· Name and address of Designated Authority

· Species:  

· Variety name:

· Open pollinated/ hybrid(3
· Certified Seed (1st, 2nd or other generation)

· Reference number: (see Appendix 3)

· Country of Production: (if the seed has been previously labelled as Not finally certified seed)

· Statement of re‑labelling, if required.

On the label for not finally certified seed shall appear the statement: 

· "Not Finally Certified Seed".  The colour of the label shall be grey.

3.2
The space allowed and the size of the lettering shall be sufficient to ensure that the label is easily read.

3.3
When the information is marked indelibly on the container the layout of the information and the area marked shall conform as closely as possible to a normal label.

3.4
Additional Information:  


Any space not occupied by the information in paragraph 3.1 may be used for such additional information as the Designated Authority wishes to give.  Such information, however, must be in letters not larger than those used for the prescribed information.  It shall be strictly factual and related only to seed certified according to the OECD Seed Scheme.  No advertising matter may be used on the label or in the area of the container on which the prescribed information is indelibly marked.

4.
Languages


All information shall be given in either English or French except reference to the Scheme that must be in both English and French as specified in paragraph 2 above.  Translations into any other language may be added if thought desirable.

APPENDIX  5

SPECIMEN CERTIFICATE AND ANALYSIS RESULTS

A)
SPECIMEN CERTIFICATE


Certificates must contain all the information outlined below, but the exact arrangement of the text is at the discretion of the Designated Authority.

Certificate Issued under the OECD Scheme

for the Varietal Certification of Maize and Sorghum Seed

Moving in International Trade

Name of Designated Authority issuing the Certificate:

Reference Number:

Species:

Variety:  open-pollinated/cross/inbred line(
 

Name or Code number:

Statement of re-labelling, if required:

Number of containers and declared weight of lot:

The seed lot bearing this Reference Number has been produced in accordance with the OECD Maize and Sorghum Seed Scheme and is approved/provisionally approved as: 4
· Pre‑Basic Seed
(White label with diagonal violet stripe);

· Basic Seed
(White label / Grey label);

· Certified Seed, 1st Generation
(Blue label / Grey label);

· Certified Seed, (
 .. .Generation
(Red label / Grey label).





Signature:


Place and Date:

B)  
ANALYSIS RESULTS


The results of the laboratory analyses should, whenever possible, be given on the Orange or Green International Seed Lot Certificate issued under the Rules of ISTA.


Those countries that do not wish to use these certificates as issued by the Association may use them as a model for reporting the results of laboratory analyses, as required in the Rules and Directions of the Scheme.  Specimen copies may be obtained from:


Secretariat of the International Seed Testing Association


Reckenholz


P.O.  Box 412


CH‑8046 Zürich


Switzerland


The certificates issued by ISTA may be used only by those countries which have full authority to do so from the Association.  Other countries using these certificates as a model for the presentation of results must ensure that there is no implication that they are issuing an Orange or Green Certificate.  For instance, reference to ISTA must not be made and the certificate should not be on orange or green paper.

UNITED NATIONS ECONOMIC COMMISSION



[17 January 2002]

FOR EUROPE (UNECE)





[SUBMISSION: ENGLISH]


Referring to your notification to organizations dated 7 November 2001 concerning the "Recommendations from the second meeting of the Intergovernmental Committee for the Cartagena Protocol on Biosafety (ICCP) requesting action from relevant organizations", I should like to inform you that both the outcome of the meeting of technical experts on handling, transport, packaging and identification of living modified organisms (Paris, 13‑15 June 2001) and the above-mentioned notification were brought to the attention of the United Nations Economic and Social Council Sub-Committee of Experts on the Transport of Dangerous Goods (respectively at its 19th session (2-6 July 2001) and at its 20th session (3‑11 December 2001). 


The reactions of the Sub-Committee are reflected in the reports of these sessions (ST/SG/AC.10/C.3/38, paras. 65-70 and ST/SG/AC.10/C.3/40, paras. 120-121, see attachments 3 and 4 to this letter). As indicated in these reports, the Sub-Committee is prepared to assist Contracting Parties to the Biosafety Protocol to meet the requirements of Article 18 by adjusting, when deemed necessary, the existing provisions of the UN Model Regulations on the Transport of Dangerous Goods concerning classification and identification of  living modified organisms and their transport conditions. Some experts have offered to co-operate with their national representatives to the ICCP to develop amendment proposals to the UN Model Regulations to address the needs of the Cartagena Protocol with respect to transport.  

You may also wish to note that the secretariat of the Convention on Biological Diversity may submit, on behalf of ICCP, any kind of amendment proposal to the UN Model Regulations which would be intended to adapt the existing transport requirements to the needs of the Cartagena Protocol.    

ATTACHMENT 1

UN/SCETDG/19/INF.20

Sub-Committee of Experts on the

Transport of Dangerous Goods
(Nineteenth session,

2-6 July 2001, agenda item 6)

GENETICALLY MODIFIED ORGANISMS

Cooperation with the Conference of the Parties to the Convention on

Biological Diversity Cartagena Protocol on Biosafety

Note by the secretariat

1.
The Sub-Committee had been informed at its thirteenth session (7-17 July 1997) that an additional protocol to the Convention on Biological Diversity was under consideration, and that this Protocol was likely to include provisions concerning the international transport of genetically modified microorganisms and organisms (ST/SG/AC.10/C.3/26, paras. 130-134).

2.
On the request of the Sub-Committee at that session, the secretariat drew attention of the secretariat of the Convention on Biological Diversity on the legally binding nature of transport regulations based on the Recommendations on the Transport of Dangerous Goods and of the risk of possible conflicts. 

3.
The "Cartagena" Protocol on Biosafety was adopted on 29 January 2000. It was open for signature until 4 June 2001, and is now open for accession. As of 25 June 2001, it had been signed by 103 States subject to ratification, ratified by 3 States and acceded to by one State, i.e. it counted 4 Contracting States. The entry into force of the Protocol requires the deposit of instruments of ratification, acceptance, approval or accession by 50 States or regional economic integration organizations that are Parties to the Convention on Biological Diversity (presently 180 Parties). Additional detailed information (including the text of the Protocol, etc.) may be found on the web site of the secretariat of the Convention on Biological Diversity (http://www.biodiv.org).

4.
To prepare the entry into force of the Protocol, the Conference of the Parties to the Convention on Biological Diversity has established an Intergovernmental Committee for the Cartagena Protocol ("ICCP") which met for the first time in Montpellier, France, from 11-15 December 2000, and which will meet for the second time in Nairobi, Kenya, from 1-5 October 2001. ICCP was requested in particular to consider, at its first and second meetings, Article 18 of the Protocol which deals with handling, transport, packaging and identification of living modified organisms, and more precisely to address the following:


(a)
Overview of relevant international rules and standards pertaining to handling, transport, packaging and identification; and


(b)
Consideration of modalities for developing standards with regard to handling, transport, packaging and identification.

5.
For this purpose, a meeting of technical experts on handling, transport, packaging and identification of living modified organisms has been establish and the UNECE secretariat has been invited to participate in a session convened in Paris from 13-15 June 2001. The purpose of this session was to consider the needs and modalities for developing measures for Parties to meet their future obligations with regard to documentation accompanying living modified organisms intended for contained use and those intended for international introduction into the environment pursuant to paragraphs 2(b) and 2(c) of Article 18. 

Article 18
6.
The text of Article 18 of the Protocol is reproduced hereunder :

"Article 18” 

HANDLING, TRANSPORT, PACKAGING AND IDENTIFICATION

1.
In order to avoid adverse effects on the conservation and sustainable use of biological diversity, taking also into account risks to human health, each Party shall take necessary measures to require that living modified organisms that are subject to intentional transboundary movement within the scope of this Protocol are handled, packaged and transported under conditions of safety, taking into consideration relevant international rules and standards. 

2.
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 this Protocol;

(b)
Living modified organisms that are destined for contained use clearly identifies them as living modified organisms; and specifies any requirements for the safe handling, storage, transport and use, the contact point for further information, including the name and address of the individual and institution to whom the living modified organisms are consigned; and

(c)
Living modified organisms that are intended for intentional introduction into the environment of the Party of import and any other living modified 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 the requirements of this Protocol applicable to the exporter.

3.
The Conference of the Parties serving as the meeting of the Parties to this Protocol shall consider the need for and modalities of developing standards with regard to identification, handling, packaging and transport practices, in consultation with other relevant international bodies."

7.
Article 18.2 (b) concerns living modified organisms that are destined for contained use, i.e. most cases covered, either as microorganisms or as organisms, by paragraph 2.6.3.1.4 (a) to (d) of the Model Regulations. It should be noted however that the Model Regulations contains appropriate conditions of transport only for cases referred to under 2.6.3.1.4 (a) and (d) since in the other cases ((b) and (c)) reference is made to the competent authorities.

8.
Article 18.2 (c) concerns living modified organisms that are intended for international introduction into the environment of the Party of import and any other living modified organisms within the scope of the Protocol. According to 2.6.3.1.4 (d), when such organisms are microorganisms, they are not subject to the Model Regulations when authorized for unconditional use by the Governments of the countries of origin, transit and destination. For organisms other than microorganisms, it is not clear whether this case would be covered by 2.6.3.1.4 (b). In any case, it should be noted that the Protocol on Biosafety requires that such living modified organisms are handled, packaged and transported under conditions of safety (Article 18, para. 1), and that shipments should be accompanied with documentation identifying them as living modified organisms, specifying their identity and any requirements for safe handling, storage, transport and use. 

9.
Copies of all relevant sections of the 12th revised edition of the Model Regulations concerning living modified organisms (identification, classification, packaging, marking, labelling, documentation) have been made available to the Meeting of Experts. 

10.
Since the main topic under discussion was documentation, it has been found that the requirements of Article 18.2(b) and 18.2 (c) were mostly covered by the Model Regulations in certain cases (notably UN 3245), partially in other cases (UN 2814 and 2900, where the proper shipping name does not make any difference between microorganisms and genetically modified microorganisms) and not at all in the cases where reference is made to the competent authorities or where the organisms are not subject to the Model Regulations. 

11.
It was noted however that the Model Regulations could be amended to take account of the requirements of the Protocol on Biosafety, and the Meeting of Experts recommended to ICCP to invite the Sub-Committee of Experts on the Transport of Dangerous Goods to provide advice on its ability to assist Parties to the Convention on Biological Diversity to meet the requirements of Article 18.2 (b) and 18.2 (c) of the Protocol on Biosafety and its ability to adjust the Model Regulations. 

12.
The question whether UN 3172 could be used for organisms/microorganisms intended to release toxins was also raised during discussion at working group level. 

13.
A copy of the recommendations of the Meeting of Experts to ICCP (advance, unedited) is reproduced as an annex hereto.

14.
The other organizations concerned by these recommendations are OECD for their seed certification schemes (www.oecd.org/ehs/icbg/biodiv.htm) and FAO for the International Plant Protection Convention (IPPC) and related standards (International Standards for phytosanitary measures: Guidelines for phytosanitary certificates) (Appendix V to the report of the third Interim Commission on Phytosanitary Measures (ICPM)) (web site: www.fao.org/ag/AGP/AGPP/PQ/ ).

15.
Recommendations concerning the transport of animals, procedures for import/export of animals and international transfer and laboratory containment of animal pathogens are also contained in the International Animal Health Code (mammals, birds and bees) published by the "Office international des épizooties" (World organization for animal health) (available on OIE web site, www.oie.int). This code also contains model international veterinary certificates. The activities of OIE include also the standardisation of diagnostic tests and vaccines and harmonization of provisions related to the preparation, storage and distribution of various biological products. 

16. 
The Sub-Committee may wish to consider how to cooperate with the Conference of the Parties to the Convention on Biological Diversity on the basis of the above information, bearing in mind that the use of existing documentation systems and the development of a new specific system of documentation for living modified organisms are still two options to be discussed by ICPP.

ATTACHMENT 3 

Extract from the report of the Sub-Committee of Experts on the Transport of Dangerous Goods on its nineteenth session (Geneva, 2-6 July 2001) (ST/SG/AC.10/C.3/38, paras. 65-70)

"Genetically modified organisms”

Informal document:
INF.20 (Secretariat)

65.
The Sub‑Committee took note of the work done by the Conference of the Parties to the Convention on Biological Diversity in the context of the implementation of Article 18 of the Cartagena Protocol on Biosafety (Article 18:  Handling, transport, packaging and identification).

66.
In this context, the Sub‑Committee was informed that a meeting of experts had been held in Paris from 13 to 15 June 2001 to consider how to reply to the requirements of paragraphs 18.2 (b) and 18.2 (c) of the Protocol regarding the documentation accompanying consignments of living modified organisms, in view of the main systems of regulations or directives currently governing their international carriage.  The meeting of experts had recommended in particular that the Sub‑Committee should be invited to give its opinion on its capacity to adjust ‑ if necessary ‑ the Model Regulations on the Transport of Dangerous Goods (Division 6.2 and Class 9), to help the Parties to the Protocol to meet the obligations stemming from the paragraphs in question.

67.
The expert from Australia said that there was no reason to apply the Model Regulations to living modified organisms which were not dangerous when carried.  She thought that the texts of the Model Regulations currently applicable to UN No. 3245 were not adequate.

68.
Other experts considered that the provisions of present paragraph 2.6.3.1.4 did not permit all the cases arising in practice to be settled satisfactorily.  It would be difficult to improve the situation, however, unless there were accurate criteria which would enable micro‑organisms and genetically modified organisms to be classified according to their nature and the danger they represented during carriage, to people, animals or the environment.  More appropriate conditions of carriage could be developed if the Conference of the Parties defined clearly the organisms which were to be the subject of transport regulations.

69.
The expert from the United Kingdom expressed the hope that rules applicable to the transport of genetically modified organisms considered to be dangerous would not be dispersed among various sets of regulations since that would prejudice their effective implementation.

70.
The Chairman invited the expert from Canada to continue in her role as leader in that regard, in accordance with the mandate entrusted to her by the Committee (ST/SG/AC.10/27, para. 149).  All the experts were invited to reflect on these matters and to correspond with the expert from Canada.  The expert from the United States of America offered to cooperate with the expert from Canada in this area with respect to genetically modified microorganisms."

ATTACHMENT 4

Extract from the report of the Sub-Committee of Experts on the Transport of Dangerous Goods on its twentieth session (Geneva, 3-11 December 2001) (ST/SG/AC.10/C.3/40, paras. 120-121)

"Cooperation with the Intergovernmental Committee for the Cartagena Protocol on Biosafety (ICCP)

120.
The Sub-Committee noted the recommendations made by the second meeting of ICCP (Nairobi, Kenya, 1-5 October 2001). Recalling that the transport of some genetically modified organisms was subject to the provisions of the Model Regulations on the Transport of Dangerous Goods, and noting that ICCP had appropriate expertise in this field, the Sub-Committee agreed that cooperation should be established as regards matters concerning handling, packaging, transport and identification, and that the provisions of the Model Regulations could be amended to accommodate the transport regulatory needs of the Cartagena Protocol on the basis of concrete proposals.

121.
The expert from the United States of America said that he was working with other officials in ICCP and was considering amendments to the UN Model Regulations to make them more consistent with regulations of other sectors and the Cartagena Protocol. He also indicated that he would cooperate with the expert from Canada regarding genetically modified microorganisms and the review of Division 6.2."

WORLD TRADE ORGANIZATION (WTO)
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[SUBMISSION: ENGLISH]

WTO Transparency provisions possibly relevant to Article 18 of the Cartagena Protocol on Biosafety

1. Under the World Trade Organization Agreement on the Application of Sanitary and Phytosanitary Measures (the SPS Agreement), WTO Members have obligations relating to “transparency” of their sanitary or phytosanitary measures, according to Article 7 and Annex B of the SPS Agreement. Members are required to publish all sanitary and phytosanitary regulations. Members are also required to, notify new proposed SPS regulations or changes to existing ones, whenever there are no international standards, guidelines or recommendations, or if the regulations deviate substantially from these standards, and may have a significant effect on trade. The notification shall be made when the proposed regulation is still at a draft stage, so that comments can be received from interested Members and taken into account in the final measure. In case of emergency, Members have the right to introduce regulations without prior notification, but they have the obligation to notify such regulations immediately after their introduction (Annex B:6). In implementing the Agreement, countries are required to designate a single central government authority as responsible for the notification requirements of the SPS Agreement (the notification authority). Also, countries are required to establish an enquiry point responsible for answering questions from other countries about SPS measures and related issues (the enquiry point). 

2. Under the Agreement on Technical Barriers to Trade (the TBT Agreement), WTO Members have similar transpareny obligations with regard to the technical regulations, (Article 2.9 of the TBT Agreement) and conformity assessment procedures (Article 5.6). Likewise, in case of emergency, Members have the right to introduce technical regulations without prior-notification, but they have the obligation to notify such measures immediately after their introduction (Article 5.7). The Code of Good Practice for the Preparation, Adoption and Application of Standards (Annex 3 of the TBT Agreement) provides transparency obligations to standardizing bodies that have accepted the Code.

3. In complying with their notification requirements under both agreements, several WTO Members have notified mesasures dealing with products derived from biotechnology. To date, 55 GMO-related SPS notifications from 16 countries and 43 TBT notifications from 16 countries have been received by the Secretariat and circulated to Members (in some cases Members have notified the same measure under both Agreements). A list of those notifications, up to December 2001, is attached for information. All SPS and/or TBT notifications can be downloaded  from the WTO Website (WWW.wto.org)


ANNEX

GMO-RELATED MEASURES NOTIFIED TO THE WTO UNDER THE SPS AND TBT AGREEMENTS

(Last modified on 26 November 2001)

SPS NOTIFICATIONS

	Symbol

G/SPS/N/
	Country
	Date

(dd/mm/yy)
	Product Covered

	USA/15
	United  States of America
	05/09/1995
	Genetically engineered plants

	USA/15/Rev.1
	United States of America
	12/09/1995
	Genetically engineered plants

	JPN/7
	Japan
	06/11/1995
	Food and food additives produced by recombinant DNA techniques 

	MEX/97
	Mexico
	23/01/1996
	Organisms manipulated by genetic engineering

	JPN/10
	Japan
	08/02/1996
	Feed produced by recombinant DNA techniques

	JPN/l 1
	Japan
	08/02/1996
	Feed additives produced by recombinant DNA techniques

	CZE/2
	Czech Republic
	27/03/1996
	Seed and seedlings of crops

	USA/64
	United States of America
	02/09/1996
	Veterinary Biological Products

	CAN/14
	Canada
	26/09/1996
	Biotechnology

	JPN/27
	Japan
	19/06/1997
	Feed Additives produced by the recombinant DNA techniques

	NZL/19
	New Zealand
	28/08/1998
	Novel Foods

	USA/126
	United States of America
	24/6/1998
	Export of animal drugs, biologics, food additives as well as the importation of components for incorporation or further  processing into articles intended for export

	AUS/73
	Australia
	08/09/1998
	Novel Foods

	CAN/41
	Canada
	02/10/1998
	Novel Foods

	CHE/17
	Switzerland
	21/10/1998
	Foodstuffs

	COL/25
	Colombia
	12/01/1999
	Rice

	USA/152
	United States of America
	31/03/1999
	Veterinary Biological Products

	KOR/55
	Republic of Korea 
	16/04/1999
	Foods and Food Additives

	USA/157
	United States of America
	21/05/1999
	Animal Drugs, Human Drugs, Biologics and Devices 

	JPN/51
	Japan
	08/02/2000
	Foods and food additives produced by recombinant DNA techniques

	JPN/52
	Japan
	08/02/2000
	Foods and food additives produced by recombinant DNA techniques 

	USA/228
	United States of America
	22/02/2000
	Biotechnological/Biological Veterinary 

Medicinal Products

	USA/237
	United States of America
	14/03/2000
	Pesticide: Cry1F Plant Pesticide

	KOR/66
	Republic of Korea
	01/05/2000
	Foods

	NZL/58
	New Zealand
	27/06/2000
	Food produced from insect-protected corn line

	NZL/59
	New Zealand
	27/06/2000
	Food produced from glyphosate-tolerant com line 

	NZL/60
	New Zealand
	27/06/2000
	Food produced from glyphosate-tolerant cotton line

	NZL/61
	New Zealand
	27/06/2000
	Food produced from high oleic acid soybean lines

	NZL/62
	New Zealand
	27/06/2000
	Food produced from glyphosate-tolerant canola line

	AUS/119
	Australia
	03/07/2000
	Processed foods in general (see NZL/58-62)

	IDN/9
	Indonesia
	26/07/2000
	Food in general

	JPN/56
	Japan
	04/08/2000
	Foods containing organisrns derived frorn biotechnology, processed foods

	NZL/66-67-68
	New Zealand
	14/09/2000
	Food derived from modified potato lines

	AUS/120
	Australia
	25/09/2000
	Food derived from modified potato, lines

	NZL/71
	New Zealand
	06/10/2000
	Food derived from insect-protected, Bt-176 corn

	NZL/72
	New Zealand
	06/10/2000
	Food derived from insect-protected, herbicide tolerant Bt- 11 corn

	AUS/121
	Australia
	11/10/2000
	Processed corn food (derived from insect- protected, herbicide tolerant Bt- 11 corn, and from insect-protected, Bt-176 corn)

	USA/348
	United States of America
	03/11/2000
	StarLink Com Cry9C Bt Corn Plant- Pesticide

	JPN/63
	Japan
	22/01/2001
	Foods and food additives produced by recombinant DNA techniques

	USA/384
	United States of America
	24/01/2001
	Bioengineered foods

	JPN/63/Add. 1
	Japan
	22/03/2001
	Foods and food additives produced by recombinant DNA techniques – availability of additional safety assessments  

	CHL/74 and Add. 1
	Chile
	27/03/2001
	Live genetically modified plant products for propagation

	USA/384/Add.  1
	United States of America
	09/04/2001
	Bioengineered. foods - extension of comment period

	THA/55
	Thailand
	26/04/2001
	Foods contaminated with Cry 9C sequence (maize) 

	ZAF/9
	South Africa
	30/05/2001
	Labelling of foodstuffs obtained through certain techniques of genetic modification

	KOR/94
	Korea
	11/06/2001
	Genetically modified organisms - environmental risks

	KOR/95
	Korea
	11/06/2001
	Safety evaluations for genetically modified foods

	KOR/96
	Korea
	11/06/2001
	Labelling of genetically modified foods

	LKA/1
	SriLanka
	19/07/2001
	Restrictions on imports of food derived from DNA recombinant technology

	LKA/1/Add.l
	SriLanka
	10/09/2001
	Deferment of restrictions on imports of  food derived from DNA recombinant technology

	THA/55/Rev.l
	Thailand
	12/09/2001
	Modification of prohibition measures on maize imports with Cry 9C DNA and certification of non-presence

	THA/70
	Thailand
	12/09/2001
	Labelling of food and food products (soya, corn)

	THA/71
	Thailand
	05/10/2001
	Labelling of food obtained through certain techniques of genetic modification 

	JPN/77
	Japan
	09/11/2001
	Feed and feed additives produced by recombinant DNA techniques

	BRA/59
	Brazil
	26/11/2001
	Labeling requirements for packed food products containing genetically modified organisms


TBT NOTIFICATIONS

	Symbol

G/TBT/Notif/
	Country


	Date

(dd/mm/yy)
	Product Covered

	95.0266
	Canada
	12/09/1995
	Novel foods

	97.0151
	European Union
	21/04/1997
	Foods and food ingredients made from genetically modified soya and maize

	97.0382
	European Union
	06/08/1997
	Products Containing GMOs

	97.0383
	Norway
	06/08/1997
	Prepacked Foodstuffs & ingredients except food additives, flavorings & extraction solvents. 

	97.0766
	European Union
	12/12/1997
	Labeling foods/food ingredients produced from genetically modified soya and maize 

	98.0442
	Germany
	28/08/1998
	Foodstuffs

	99.0095
	Switzerland
	23/03/1999
	Products containing living genetically modified organisms (LGMO) or pathogenic organisms, such as seeds, pesticides, fertilizers, food, animal feeding stuffs, live vaccines

	99.0134
	Australia
	26/03/1999
	Foods Derived From Gene Technology

	99.0204
	Republic of Korea 
	03/05/1999
	Agricultural & fishery products, & their processed products

	99.0244
	New Zealand
	19/05/1999
	Foods derived from Gene Technology

	99.0250
	Switzerland
	21/05/1999
	Medicines that contain/consist of genetically modified organisms or medicines manufactured by recombinant DNA technology 

	99.0275
	Australia
	14/06/1999
	Foods produced using gene technology

	99.0343
	Norway
	22/07/1999
	Foodstuffs and Food Ingredients

	99.0508
	Switzerland
	08/10/1999
	Fertilizers

	99.0521
	European Union
	13/10/1999
	Foods and food ingredients produced from certain genetically modified soya and maize (various tariff headings) 

	99.0536
	Netherlands
	20/10/1999
	Foods and. drinks prepared without gene technology, in other words, foods and drinks not being a foodstuff or food ingredient as referred to in article 1, para. 2 (a to c) of (EC) Regulation 258/97   

	99.0552
	Switzerland.
	05/11/1999
	Seeds

	99.0669
	Japan
	23/12/1999
	All foods and beverages on sale for consumers

	00.0001
	Republic of Korea
	10/01/2000
	Genetically modified agricultural products (not processed) 

	00.0049
	Switzerland.
	01/02/2000
	Products containing living genetically modified organisms (LGMO), such as seeds, pesticides, fertilizers, animal feedstuffs, foodstuffs and live vaccines

	00.0067
	European Union
	22/02/2000
	Seed of agricultural plant species and seed potatoes

	00.0170
	Malaysia
	10/04/2000
	Food Regulation on Infant Formula

	00.0207
	Republic of Korea
	03/05/2000
	Foods

	00.0231
	Republic of Korea 
	03/05/2000
	Foods

	00.293
	Australia
	27/06/2000
	Food derived from insect-protected com;  glyphosate-tolerant cotton; glyphosate- tolerant corn; glyphosate-tolerant canola; high oleic acid soybean

	00.408
	New Zealand
	13/09/2000
	Food derived frorn modified potato lines

	00.432
	Australia
	18/09/2000
	Food derived from modified potato lines

	00.478
	Indonesia
	29/09/2000
	Labelling of food derived from biotechnology 

	00.487
	New Zealand
	10/10/2000
	Processed foods (derived from insect-protected Bt 176 corn, and insect-protected, herbicide tolerant Bt-11 corn)

	00.500
	Australia
	17/10/2000
	Processed foods (derived from insect-protected Bt 176 corn, and insect-protected, herbicide tolerant Bt- 11 corn)

	00.507
	Indonesia
	18/10/2000
	Food derived from biotechnology (food labelling and advertising)

	G/TBT/N/HKG/2
	Hong Kong
	04/04/2001
	Genetically modified food

	ZAF/5
	South Africa
	10/05/2001
	Labelling of genetically modified foodstuffs

	KOR/12
	Korea
	13/06/2001
	Labelling of genetically modified foods

	CHL/18
	Chile
	15/06/2001
	Transgenic foods - labelling

	KOR/14
	Korea
	20/06/2001
	Safety evaluation of genetically modified products

	JPN/15
	Japan 
	22/06/2001
	Labelling standard for GMOs

	NZL/2
	New Zealand
	16/07/2001
	Accidental importation of GM sweet corn seed

	EEC/6
	European Communities
	30/08/2001
	GMOs for food or feed use etc.

	EEC/7
	European Communities
	30/08/2001
	Products consisting of or containing GMOs - labelling

	THA/49
	Thailand 
	15/10/2001
	Labelling of food obtained through certain techniques of genetic modification

	JPN/26
	Japan
	05/11/2001
	Mandatory GMO labelling - foods made from potatoes 

	BRA/27
	Brazil
	26/11/2001
	Labeling requirements for packed food products containing genetically modified organisms

	
	
	
	


Relevant documents:

G/SPS/GEN/186:

National Regulatory Measures Related to Trade in Agricultural and. Food Products Modified by Modern Biotechnology (Submission by the United  States)

G/SPS/GEN/203:

Egypt - Import Prohibition of Canned Tuna with (GM) Soybean Oil (see also G/SPS/R/1 9, paras. 103-104)


G/TBT/W/l 15 
Genetically Modified Agricultural and Food Products (Submission from the 

And Add.1
United States)

------

* 	UNEP/CBD/ICCP/3/1.


( Economic Research Service, United States Department of Agriculture, 'Biotechnology: U.S. Grain Handlers Look Ahead', Agricultural Outlook, April 2000 


( Leading Dog Consulting and Peter Flottmann and Associates, Segregating Gene Technology Products � Requirements, Costs and Benefits ofIdentity Preservation, Segregation and Certification, Department of Agriculture, Fisheries and Forestry � Australia, May 200 1, this estimate is supported by the report from Avcare Australia; National Association of Crop Production and Animal Health, GM Canola � Issues and Potential Market Impactsfor Australia, which states "in terms of cost ... an additional 15% seems reasonable, equating to approximately A$25�35 a tonne extra cost through the grain supply chain" 


( Max Foster, Genetically Modified Grains: Market Implicationsfor Australian Grain Growers, Australian Bureau of Agriculture and Resource Economics and Grains Research and Development Corporation, August 2001


( Kalaitzandonakes, N.,Maltsbarger, R., Bames, J.: Global IP Costs in Agricultural Supply Chains


(/	Zero should be reflected by the symbol ( to avoid confusion with the letter O.  





(/	 When the transformation event of an existing plant product, prior to the adoption of this guidance, is shorter or longer than 5 or 6 digits, the applicant should select 5 or 6 digits within the transformation event in order to fit it into this limit.


( Delete as necessary.





( Insert number of generation.


( Delete as necessary.





( Insert number of generation.
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