section 6

proposal for the labelling of products consisting of, OR CONTAINING, genetically modified 1507 MAIZE ACCORDING TO Annex IV OF Directive 2001/18/EC
Introduction

The product described in this notification is B.t. Cry1F maize line 1507, referred to as 1507 maize, and progeny derived from conventional breeding between 1507 maize with any traditionally bred maize.  The product consists of seeds (inbreds and hybrids) of 1507 maize genetically modified to express CRY1F protein, conferring resistance to certain lepidopteran insect pests, and PAT protein, conferring tolerance to glufosinate-ammonium herbicide.  In addition, the product consists of material considered as GMO, such as grain produced from 1507 maize seed.

Product information to indicate that genetic modification has been used in the development of 1507 maize will be provided on a label or in an accompanying document.  This will enable growers of 1507 maize seed and other users of 1507 maize product in the food and feed chain to label in accordance with the EU legislation.

As specified on Point A.8 of Annex IV of Directive 2001/18/EC, the information provided on a label or in an accompanying document for the purpose of satisfying the labelling requirements regarding placing on the market of 1507 maize will include the following:

i) Commercial name of the product and the statement that “this product contains genetically modified organisms”;

ii) Name of the GMO or the unique identifier code;

iii) Information referred to in Point A.2. of Annex IV of Directive 2001/18/EC (name and full address of the notifier established in the Community who is responsible for the placing on the market);

iv) How to access the information in the publicly accessible part of the register.

These specifications will be included in the label or in the accompanying document with regard to 1507 maize products: further details are described below.

However, for products where adventitious or technically unavoidable traces of 1507 maize cannot be excluded but are found to be no higher than a minimum threshold (yet to be established), products will not require labelling according to this proposal.

Proposal for the labelling of 1507 maize seed product

The following information, and in accordance with the requirements of the Marketing of Seeds Directive 66/402/EEC as amended by Directive 98/95/EC, is proposed to be included on the label of 1507 maize seed products placed on the EU market:

· Commercial name of the product.  Commercial names will be assigned to 1507 maize seed or subsequent varieties at the time of market introduction.

· This product contains genetically modified organisms (genetically modified variety)

· 1507 maize or the unique identifier code (DAS-Ø15Ø7-1)

· Reference to the accompanying document and the public register. See below.
Proposal for the labelling of 1507 maize imports

The following information is proposed to be provided to EU grain importers in order to label 1507 maize products placed on the EU market:

· Accompanying document. See below.

· Detection method.  To identify 1507 maize in imported products and assist with the labelling provisions for placing 1507 maize products on the EU market.

Proposal for the accompanying document

The following information is proposed to be included on the accompanying document for 1507 maize products.

1. Name of the product:


Commercial name of the product.  Commercial names will be assigned to 1507 maize seed or subsequent varieties at the time of market introduction.  In accordance with the OECD guidance for the designation of a unique identifier for transgenic plants (ENV/JM/MONO(2002)7), the unique identification code assigned to 1507 maize is DAS-Ø15Ø7-1.
2. Name of the manufacturer or distributor:

Pioneer Hi-Bred and Mycogen Seeds are developers of the technology and producers of 1507 maize seed.  

Pioneer Hi-Bred International, Inc.

400 Locust Street, Suite 800

Des Moines, IA 50309

U.S.A.

Mycogen Seeds

c/o DowAgroSciences LLC

9330 Zionsville Road

Indianapolis, IN 46268-1054

U.S.A.
3. Address of the manufacturer or distributor in the EU:

Pioneer Hi-Bred International, Inc. as represented by Pioneer Overseas Corporation:

Pioneer Overseas Corporation

Avenue Tedesco 7

B-1160 Brussels

Belgium


Mycogen Seeds, as represented by Dow AgroSciences Europe:

Dow AgroSciences

2nd floor, 3 Milton Park
Oxon OX14 4RN




United Kingdom

4. Conditions of use of the product:

This product contains genetically modified organisms

The product consists of, or contains, 1507 maize genetically modified to express CRY1F protein, conferring resistance to certain lepidopteran insect pests, and PAT protein, conferring tolerance to glufosinate-ammonium herbicide. 

The 1507 maize has been approved for placing on the market including cultivation in the EU under specific conditions of use: 

i) Implementation of an insect resistance management (IRM) strategy during cultivation of 1507 maize seed;

ii) Specific instructions for carrying out appropriate monitoring and reporting to the notifier and, if required, the competent authority;

iii) Labelling of 1507 maize products in accordance with EU legislation;

iv) Reference to the public register.

IRM: Implementation of the IRM strategy in the context of product stewardship is required to ensure the durability of the product during cultivation of 1507 maize.  A proposal for an IRM plan is attached as a separate document (see Section 4).

Monitoring: Specific instructions for carrying out appropriate monitoring and reporting to the notifier and, if required, to the competent authority.  This has been described in detail in the monitoring plan proposed for the cultivation of 1507 maize which is attached as a separate document (see Section 5).

Labelling: Compliance with the labelling requirements in accordance with EU legislation and transmission of these requirements to other users of 1507 maize products.

Public register:  Details to be given by the Spanish Competent Authority on how to access the information in the publicly accessible part of the register.
No other restrictions or conditions of use apply to the placing on the market of 1507 maize and therefore products from 1507 maize can be used in a manner consistent with current uses of maize grain and maize products.

Approval for placing on the market of 1507 maize includes cultivation, import for storage and processing, food use, animal feed use and industrial use.  The approval for food use of 1507 maize is being considered separately in accordance with Regulation (EC) No 258/97.
Approval for placing on the market of 1507 maize is not restricted to any specific geographical areas within the Community.

Approval for placing on the market of 1507 maize is valid until ...Date for the period of consent to be given by the Spanish Competent Authority.  The period for the first consent is requested for a maximum period and should end ten years after inclusion date of the first variety of 1507 maize on an official national catalogue of plant varieties in accordance with Council Directives 70/457/EEC and 70/458/EEC.

Further information is available from the public register at …Details to be given by the Spanish Competent Authority.

5.
Measures to take in case of unintended release or misuse:

In case of unintended release of 1507 maize, current agronomic measures taken to control unintended release or misuse of other commercially available maize can be applied, such as cultivation, selective use of herbicides (with the exception of glufosinate-ammonium herbicide), and crop rotation.

6.
Specific instructions for storage and handling:

No specific instructions for storage and handling of 1507 maize are necessary for the placing on the market of 1507 maize, and therefore grain and grain products of 1507 maize may be stored and handled in the same way as products from other commercial maize varieties.
