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[ANNEX: CA/AU/US/SG support; JP/BN/NZ/MY/PE/VN/CL oppose; MX still considering TRADE OF PRODUCTS OF MODERN BIOTECHNOLOGY]	Comment by INECC: Mas aún se desprende de un Proyecto de NOM en consulta pública en COFEMER, por lo que carece de validez jurídica formal. EN documento anexo se incluyen algunas consideraciones técnicas y legales adicionales del porqué para semillas no se observa viable dicha propuesta.
The Parties confirm the importance of transparency, cooperation and exchanging information related to  the trade of products of modern biotechnology. 
Nothing in this Annex shall prevent a Party from adopting measures in accordance with its rights and obligations under the WTO Agreements [MY MX propose; US/AU/CA oppose: and other international agreements] [CA/MY propose; US oppose: to which a party is a signatory].
ARTICLE XX. 1: DEFINITIONS
Modern biotechnology[footnoteRef:1] means [the application of] [1:  [US/AU/SG propose: for greater certainty, products of modern biotechnology means agricultural goods that are products of modern biotechnology, but does not include medical products.]] 

i) [the application of ]in vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (rDNA) and direct injection of nucleic acid into cells or organelles, or 

ii) fusion of cells beyond the taxonomic family, 
that overcome natural physiological reproductive or recombinant barriers and that are not techniques used in traditional breeding and selection;
 
MX support Low level presence (LLP) means the low level of rDNA plant material not authorized by an importing Party that may, on occasion, be unintentionally present in shipments from an exporting Party where the rDNA plant material has been authorized for food use [SG propose: in the exporting party] in accordance with the Codex Guideline for the conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA Plants (CAC/GL 45-2003).
MX oppose [US/AU propose: Low level presence (LLP) means the inadvertent presence in plant-derived imported goods of low levels of rDNA plant material that is authorized for use in at least one country, but which is not allowed for use [AU propose: in all circumstances,] in the importing Party.]

[JP oppose: ARTICLE XX.2: TRANSPARENCY IN DECISION-MAKING   
1. When available and subject to its laws, regulations and policies, each Party shall make available publicly: 

(a) any documentation requirements for completing an application for the authorization of a product of modern biotechnology; 

(b) a summary of any risk or safety assessment that has led to the authorization of a product of modern biotechnology;

(c) a list or lists of the products of modern biotechnology that are authorized in its territory.]


ARTICLE XX.3: LOW LEVEL PRESENCE MX oppose [US propose: in Plants and Plant Products]
1. Each Party shall identify contact point(s) for the sharing of information on issues related to occurrences of LLP.  

2. [JP MX propose: For the purpose of preventing occurrence of LLP and seeking to resolve  the issue]  Iin the event of an LLP occurrence, [MX oppose[CA propose: as determined by the party of import, note: in lieu of an LLP definition]] at the request of the importing Party, an exporting Party shall [MY oppose:, [US propose: where available and] subject to its laws, regulations and policies]:

(a) provide a summary of any risk or safety assessment  that the exporting party conducted in connection with the relevant authorization;

(b) [JP/US oppose: provide the names of entities, if any are known to the exporting Party, from which the importing Party could request]  [US propose: provide, if known to the exporting party, contact information of entities within its territory and that the Party believes are likely to possess[footnoteRef:2]] [JP propose: provide a list of products of modern biotechnology and the names of entities producing those products that are authorized [AU for export] in the exporting Party] [CA/US/JP will work on alternative language for 2b and c]: [2:  [US propose: Any contact information provided under this sub-paragraph may be provided by the exporting Party or an entity that sought authorization in the exporting Party for the material of which the LLP has been found.]] 


[JP propose: (c) provide, in cooperation with entities producing a product of modern biotechnology:]

i. any  existing, validated methods for the detection of the product of modern biotechnology found at a low level in a shipment; and

ii. [Any] reference samples necessary for (or relevant to)  the detection of the product of modern biotechnology in which the LLP has been found]

[JP MX propose: iii. Relevant information for risk or safety assessment in the event of LLP occurrence in accordance with the Codex Guideline for the conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA Plants (CAC/GL 45-2003).

3. In the event of an LLP occurrence, [MX oppose[CA propose: as determined by the party of import]] the importing Party shall, subject to its laws, regulations and policies: 

a) inform the importer or a representative of the importer of the occurrence of an LLP situation and of any additional information which the importer will be required  to submit to allow the importing Party to make a decision on the disposition of the imported product;  

b) When available, provide to the exporting Party a summary of any risk or safety assessment that the importing Party has conducted in connection with the LLP occurrence;

c) ensure that the measures  it applies to address the occurrence are not more trade restrictive than required to achieve compliance with its domestic regulations and policies[footnoteRef:3] . [3:  [US Propose:This paragraph does not apply to financial penalties imposed on violators.]] 


4. [US oppose: To minimize occurrences of LLP, each Party shall endeavor to permit year-round submission and review of applications for authorization of products of modern biotechnology.]

[US/AU propose: ARTICLE XX4:  ASYNCHRONY IN AUTHORIZATIONS
To reduce the likelihood of trade disruptions from occurrences of LLP, each Party shall endeavor to:
1. improve the procedural efficiency of its regulatory process for authorizing new plant products of modern biotechnology;

2. allow year-round submission and review of applications for authorization of plant products of modern biotechnology; and,

3. increase communications among and between the Parties regarding new authorizations of plant products of modern biotechnology so as to improve global information exchange.] 


ARTICLE XX.[4][US propose: 5]: INFORMATION EXCHANGE

1. The Parties hereby establish a working group on modern biotechnology under the Sub-Committee on Agriculture[footnoteRef:4], comprised of representatives of two or more interested Parties for information exchange and cooperation on trade-related matters associated with products of modern biotechnology.  [4:  This reference will be subject to agreement on the establishment of a Sub-Committee on Agriculture under the National Treatment and Market Access Chapter.
] 


2. The working group shall provide a forum to: 

(a) Exchange information on issues, including on existing and developing domestic laws, regulations and policies related to the trade of products of modern biotechnology; and;

(b) further enhance cooperation among two or more Parties, where there is mutual interest related to the trade of products of modern biotechnology;

The working group may meet in person, or by any other means as mutually determined by Parties.





