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[CA/AU/US/SG support; JP/BN/NZ/MY/PE/VN/CL/MX oppose; ANNEX [BB-X]:  Trade of Products of Modern Biotechnology]
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 [MX propose: and other international agreements].
Article X. 1: Definitions	Comment by Ricardo Aranda Girard: Se elimina de este artículo la definición de  “Low Level Presence”, pero se translada a la nota al pie número 2, contenida en el artículo X.3 de este Anexo. 
Modern biotechnology means the application of
i) 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.

Products of modern biotechnology means agricultural goods, as well as fish and fish products[footnoteRef:1], developed using modern biotechnology, that are products of modern biotechnology but does not include [medicines and medical products [MX propose: such as drugs and pharmaceuticals]]. [1:  Fish and fish products are defined as products in Chapter 3 of the Harmonized Schedule. ] 


[MX propose: Low level presence (LLP) means the low level of rDNA plant material not authorized by an importing Party that may inadvertendly be present in shipments from an exporting Party where the rDNA plant material has been authorized for use, in at least one country, in accordance with [MX International Guidelines] the Codex Guideline for the conduct of Food Safety Assessment of Foods derived from Recombinant-DNA Plants (CAC/GL 45-203)]

ArticleX.2: Transparency in Decision-making   	Comment by Ricardo Aranda Girard: MX puede apoyar este artículo completo. 
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 have been authorized in its territory.

Article X.3: Low Level Presence Occurrence 
1. Each Party shall identify contact point(s) for the sharing of information on issues related to low level presence (LLP)[footnoteRef:2] occurrences.  	Comment by Ricardo Aranda Girard: En la nota al pie se presenta la definición alternativa que se trabajó el 29 de enero en el GT-LLP/AP de la CIBIOGEM. 

Dado de LLP que ahora se propone en la nota al pie núm.2 es diferente a la que se analizó en el GT-LLP/AP, se recomienda analizar la viabilidad de esa opción antes de decidir si se presenta la definición alternativa de México. [2:  [CA Ad Ref: For purposes of this article, LLP occurrence means the inadvertent low level presence in a shipment of plants or plant products, except for a plant or plant product that is a medicine or medical product, of  rDNA plant material that is authorized for use in at least one country, but not in the importing country.]
[MX propose (alt): LLP means the low level of rDNA plant material not authorized by an importing Party that may inadvertently be present in shipments from an exporting Party where the rDNA plant material has been authorized for use in at least one country, in accordance with international guidelines.]
] 


2. In order to address an LLP occurrence, and with a view to preventing  a future LLP occurrence, at the request of an importing Party, an exporting Party shall [], where available and subject to its laws, regulations and policies:

(a) provide a summary of the risk or safety assessment or assessments, if any, that the exporting party conducted in connection with an authorization of a specific product of modern biotechnology;

(b)  provide if known to the exporting Party, contact information for any entity within its territory that received authorization for the product of modern biotechnology and whom the Party believes is likely to possess: [MX propose: .]

(c) [MX propose: 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 the detection of the LLP occurrence.

iii. Relevant information that can be used by the importing Party to conduct a risk or safety assessment or, if a food safety assessment is appropriate, relevant information for a food safety assessment in accordance with Annex 3 of the Codex Guideline for the conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA Plants (CAC/GL 45-2003).]	Comment by Ricardo Aranda Girard: Pendiente consulta por los integrantes del GT-LLP/AP.

US Ad Ref: [May] encourage the entity to share information with the importing Party.

3. In the event of an LLP occurrence, the importing Party shall, subject to its laws, regulations and policies: 

a) inform the importer or the importer’s agent of the LLP occurrence 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 [MX propose: imported product;] [MX oppose: shipment in which the LLP occurrence has been found;] 	Comment by Ricardo Aranda Girard: Se solicita mayor información de los integrantes del GT-LLP/AP sobre esta posición.

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[footnoteRef:3] it applies to address the LLP occurrence are [MX oppose: limited to what is reasonable] [MX propose: not more trade restrictive than required] to achieve compliance with its domestic laws, regulations and policies. [3:  For purposes of this paragraph, “measures” does not include penalties.] 

Article X.4:  Authorizations [MX oppose: of Plant and Plant Products Derived From Modern Biotechnology]	Comment by Ricardo Aranda Girard: Se solicita mayor información de los integrantes del GT-LLP/AP sobre esta posición.

[MX propose: To reduce the likehood of trade disruptions from occurrences of LLP, each Party shall, subject to its laws, regulations and policies, endeavor to: 	Comment by Rosa Ines González Torres: Texto adicionado en la reunion del GT-LLP/AP del 29 de enero de 2014.

To reduce the likelihood of trade disruptions from occurrences of LLP [MX propose: , subject to its laws, regulations and policies], each Party shall endeavor to:

1. [NZ oppose: Each exporting party shall endeavor to encourage technology developers to submit applications for authorization of plants and plant products of modern biotechnology in TPP markets;] and
	Comment by Ricardo Aranda Girard: Pendiente consulta por los integrantes del GT-LLP/AP.
2. Each party shall endeavor to:
a)  allow year-round submission and review of applications for authorization of plants and plant products of modern biotechnology; and	Comment by Ricardo Aranda Girard: Pendiente consulta por los integrantes del GT-LLP/AP.

b) increase communications among and between the Parties regarding new authorizations of plants and plant products of modern biotechnology so as to improve global information exchange.]	Comment by Ricardo Aranda Girard: Pendiente consulta por los integrantes del GT-LLP/AP.
 
Article X.5: Information Exchange	Comment by Ricardo Aranda Girard: MX puede apoyar este artículo complete. 

1. The Parties hereby establish a working group on products of modern biotechnology under the Sub-Committee on Agriculture (the “Working Group”) for information exchange and cooperation on trade-related matters associated with products of modern biotechnology.[footnoteRef:4] The Working Group shall be comprised of representatives of all Parties that, in writing, inform the sub-Committee on Agriculture that they will participate in the Working Group and name one or more representatives to the Working Group.  [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, subject to a Party’s laws, regulations and policies, 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.


3. The Working Group may meet in person, or by any other means as mutually determined by the Parties who have named representatives to the Working Group.




