SECTION 3

ADDITIONAL INFORMATION (ANNEX IV, DIRECTIVE 2001/18/EC)

A.
The following information shall be provided in the notification for placing on the market of GMOs as or in products in addition to that of Annex III (Directive 2001/18/EC): 

1.
Proposed commercial names of the products and names of GMOs contained therein, and any specific identification, name or code used by the notifier to identify the GMO


As mentioned in Point A.1.c. of Section 2 commercial names will be assigned to 1507 maize seed at the time of market introduction.  The product described in this notification is B.t. Cry1F maize line 1507, referred to as 1507 maize.  It consists of maize product consisting of or derived from seed 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.  The maize product also consists of progeny derived from conventional breeding between 1507 maize with any traditionally bred maize.  

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 and full address of the person established in the Community who is responsible for the placing on the market, whether it be the manufacturer, the importer or the distributor

This is a joint notification submitted by Pioneer Hi-Bred International Inc., as represented by Pioneer Overseas Corporation, and Mycogen Seeds, c/o Dow AgroSciences LLC.  Pioneer Hi-Bred is the primary contact for this submission and therefore all correspondence should be sent to the responsible scientist at Pioneer Overseas Corporation:



Dr Firoz Amijee


Regulatory Affairs Manager


Pioneer Overseas Corporation


Avenue Tedesco 7


B-1160 Brussels


Belgium


Tel: +32 2 675 0550

Fax: +32 2 660 9323

e-mail: firoz.amijee@pioneer.com
Dr Gaston Legris

Regulatory Affairs Manager

Plant Genetics and Biotech

European Trade Area

Dow AgroSciences

2nd floor, 3 Milton Park




Oxon OX14 4RN





United Kingdom

Tel:     +44 1235 437920

Fax:     +44 1235 437994
e-mail: GLegris@dow.com

3.
Name and full address of the supplier(s) of control samples

A PCR detection method to confirm the molecular identity of 1507 maize has been developed by GeneScan Analytics GmbH and is attached as Annex 15.  Provided that Pioneer Hi-Bred International Inc. and Mycogen Seeds, c/o Dow AgroSciences LLC intellectual property rights are protected, a reasonable amount of 1507 maize control samples as reference material will be made available to the regulatory authority before placing 1507 maize products on the EU market.  

We propose to work with a central body such as the EC Institute for Reference Materials and Measurements as the supplier of control samples.  Further information will be provided in due course.

4.
Description of how the product and the GMO as or in product are intended to be used.  Differences in use or management of the GMO compared to similar non-genetically modified products should be highlighted

Products from 1507 maize will be used in a manner consistent with current uses of maize grain and maize products and in accordance with the monitoring plan (see Section 5 of this notification) and insect resistance management (IRM; Annex 37) strategy developed in the context of responsible product stewardship for the cultivation of 1507 maize.  Use of 1507 maize will include cultivation and import of grain and grain products for storage and processing into food, animal feed and industrial uses.  The approval for food use of 1507 maize is being considered separately in accordance with Regulation (EC) No 258/97.

Maize, together with rice and wheat, is one of the most important cereal crops in the world with total production of 596.4 million tonnes in 2000 (FAOSTAT Database, 2000).  The FAO estimation for the EU maize production in 2000 is 38.4 million tonnes.  Majority of grain and forage derived from maize is used for animal feeds, and about 8% of the grain is processed for human food products mainly by wet-milling or dry-milling.  Maize grain is also processed into industrial products (11%), such as ethyl alcohol by fermentation and highly refined starch by wet-milling to produce starch and sweetener products.  In addition to milling, the maize germ can be processed to obtain maize oil.

5.
Description of the geographical area(s) and types of environment where the product is intended to be used within the Community, including, where possible, estimated scale of use in each area

Maize is widely cultivated in a variety of agricultural environments of the EU, with strong variations at a regional level throughout the Community.  In 2000, annual production of maize grain in the EU was estimated to be 38.4 million tonnes (FAOSTAT Database, 2000).  The largest producer is France (43%), followed by Italy (25%), Spain (11%) and Germany (8%).  The majority (80%) of grain and forage derived from maize is used for animal feed.  However, about 3.3 million tonnes of the grain (or 8% of EU production) is processed for human food products.  Grain and derived products from 1507 maize are expected to be part of this production.  

6.
Intended categories of users of the product e.g. industry, agriculture and skilled trades, consumer use by public at large

As mentioned in Point A.4. above, 1507 maize will be used in the EU as any other maize.  Therefore, there are multiple categories of users of 1507 maize, including the animal feed and milling industry, agriculture, skilled trades and consumer use by public at large.

7.
Information on the genetic modification for the purposes of placing on one or several registers of modifications in organisms, which can be used for the detection and identification of particular GMO products to facilitate post-marketing control and inspection

The 1507 maize has been genetically modified (GM) to express the proteins CRY1F and phosphinothricin-N-acetyltransferase (PAT).  Expression of the CRY1F protein confers season-long resistance against certain lepidopteran pests, such as the European corn borer (Ostrinia nubilalis) and Sesamia spp.    It is expressed constitutively and when cultivated, it provides control against insect pest damage.

Expression of the PAT protein confers tolerance to application of glufosinate-ammonium herbicide.  It is expressed constitutively serving as a selectable marker and when cultivated, the maize plant will tolerate field application rates of 1600 g a.i./ha of glufosinate-ammonium without showing any phytotoxicity symptoms.  Tolerance to the herbicide provides for an alternative in weed management.

A PCR detection method unique for the 1507 maize event has been developed for the purposes of detection and identification to facilitate post-marketing monitoring control and inspection (Annex 15).  Provided that Pioneer Hi-Bred International, Inc. and Mycogen Seeds c/o Dow AgroSciences LCC intellectual property rights are protected, a reasonable amount of 1507 maize reference material will be made available to the regulatory authority before placing 1507 maize products on the EU market.  It is preferable that the PCR detection method and reference material is given to a central body operating under the auspices of the EU regulatory authorities and the European Commission.

8.
Proposed labelling on a label or in an accompanying document

Product information to indicate that genetic modification has been used in the development of 1507 maize will be provided on a label and/or in an accompanying document in accordance with Annex IV of Directive 2001/18/EC (Point B.7. below).  This will enable products from 1507 maize to be labelled in accordance with Directive 2001/18/EC.

A proposal for the labeling of products consisting of, or containing, genetically modified 1507 maize is attached to this notification as Section 6.  

B.
The following information shall be provided in the notification, when relevant, in addition to that of Point A: 

1.
Measures to take in case of unintended release or misuse

This notification is for consent to market genetically modified 1507 maize products in accordance with Part C of Directive 2001/18/EC.  The scope of this notification is for all uses of 1507 maize including cultivation of 1507 maize seed (inbreds and hybrids) in the EU.  The proposed uses of grain and other products of 1507 maize, arising from imports or cultivation, will be the same as for any other maize.  The use of 1507 maize for human food is considered in a separate application submitted in accordance with Regulation (EC) No. 258/97.

The conclusions from the environmental risk assessment (e.r.a.) for the placing on the market of 1507 maize in accordance to Annex II of Directive 2001/18/EC (Section 4 of this notification) confirm that there is no risk to human and animal health or the environment arising from 1507 maize.  In addition, there is no significant risk to non-target organisms.  However, the e.r.a. does identify a limited potential risk posed by the cultivation of 1507 maize due to the potential development of resistance to CRY1F protein as expressed in 1507 maize within the target insect pest population, and therefore an insect resistance management (IRM; Annex 37) strategy is proposed for the cultivation of 1507 maize in the context of product stewardship.

Any unintentional release or misuse of 1507 maize can be controlled by current agronomic practices including cultivation, selective use of herbicides (with the exception of glufosinate-ammonium) and crop rotation.

2.
Specific instructions or recommendations for storage and handling

The safety evaluation in this notification confirms that no specific instructions for storage and handling are necessary for the placing on the market of 1507 maize.  Therefore, products of 1507 maize will be stored and handled in the same way as products from other commercial maize varieties.

3.
Specific instructions for carrying out monitoring and reporting to the notifier and, if required, the competent authority

Specific instructions for carrying out monitoring and reporting to the notifier and, if required, the competent authority have been described in detail in the proposal for a monitoring plan attached to this notification as Section 5 and in accordance with Annex VII of Directive 2001/18/EC.

4.
Proposed restrictions in the approved use of the GMO

The safety evaluation in this notification confirms that no specific restrictions are necessary for the placing on the market of 1507 maize, and seeds for cultivation and products of 1507 maize will be used in the same way as seeds and products from other commercial maize varieties.  Specific conditions of use will apply in case of cultivation of 1507 maize seeds as described in detail in the proposed monitoring plan (see Section 5 of this notification).

The period of the first consent to place on the market 1507 maize is requested for the maximum period and should end ten years after the date of the first inclusion of the first plant variety containing the GMO on an official national catalogue of plant varieties in accordance with Council Directives 70/457/EEC and 70/458/EEC.

5.
Proposed packaging

The packaging, storage, and handling systems that are currently used for maize will apply.  The grain and processed products of 1507 maize will be packaged in the same manner as other maize products.
6.
Estimated production in and/or imports to the Community

In 2000, annual production of maize grain in the EU has been estimated at 38.4 million tonnes (FAOSTAT Database, 2000).  The largest producer is France (43%), followed by Italy (25%), Spain (11%) and Germany (8%).  Majority (80%) of grain and forage derived from maize is used for animal feed.  However, about 3.3 million tonnes of the grain (or 8% of EU production) is processed for human food products with highest consumption in the UK (34%), followed by Italy (21%), Germany (20%) and France (11%) (EUROSTAT New Cronos, 2000).  Import of maize grain into the EU for 1999 has been estimated to be of about 2 million tonnes (EUROSTAT New Cronos, 2000).  Production and/or import of 1507 maize into the Community is expected to be part of the above production and import estimates.
7.
Proposed additional labelling

As mentioned in Point A.8. above, product information to indicate that genetic modification has been used in the development of 1507 maize will be provided on a label and/or in an accompanying document in accordance with Annex IV of Directive 2001/18/EC (see Section 6 of this notification).  This will enable products from 1507 maize to be labelled in accordance with Directive 2001/18/EC.  Additional information on 1507 maize will also be provided in an accompanying document to agricultural users to indicate specific conditions of use of 1507 maize in the EU.

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.

In accordance with Annex IV of Directive 2001/18/EC, the proposed additional labelling of 1507 maize will include, at least in summarized form, the information from Points A.4., A.5., B.1., B.2., B.3. and B.4. of this Section 3.

