ANNEX 6.CA-C/ES/01/01

Competent Authority of Ireland

Ref: Objection(s) to the placing on the market of 1507 maize under Part C of Directive 2001/18/EC (Notification No C/ES/01/01)

Please find enclosed a detailed response containing additional information concerning Notification C/ES/01/01 for placing on the market of 1507 maize under Directive 2001/18/EC.  

We hope that this additional information together with the recent publication of the regulation on genetically modified food and feed, as well as regulation on traceability and labelling (Regulations (EC) No 1829/2003 and 1830/2003, respectively) will enable a positive resolution of the objections presented by the Competent Authority of Ireland.

General surveillance plan

Market introduction of 1507 maize will differ amongst Member States in terms of date of introduction, planted area, processing and use or consumption of 1507 maize.  This information is currently not available and in any case it will vary between Member States.  Therefore, a detailed list of the networks of people and institutes participating in the general surveillance plan for cultivation of 1507 maize cannot be finalized at this stage.  In addition, appropriate organization, coordination and implementation of the general surveillance plan by the notifier and relevant routine surveillance networks in the field of agriculture will require a significant amount of time and effort.  Therefore, the notifier proposes to finalize the general surveillance plan for cultivation of 1507 maize in coordination with the concerned Competent Authorities after receiving the consent for placing on the market (cultivation) of 1507 maize and in line with the registration of the first 1507 maize variety.  

The monitoring plan for the placing on the market of 1507 maize has been updated in order to consider both placing on the market of 1507 maize as imports and as cultivation (Annex 1.IE below, which replaces Section 5 of this Notification C/ES/01/01).  To summarize, in the case of 1507 maize imports, the conclusions of the environmental risk assessment (Section 4 of this Notification C/ES/01/01) have confirmed that there is no anticipated adverse effect (immediate, delayed, direct, or indirect) on human health, animal health or the environment.  Therefore, case-specific monitoring is not applicable in case of 1507 maize imports.  However and in order to safeguard against any unanticipated adverse effects, the notifiers will put in place a general surveillance plan for users of 1507 maize imports, such as animal feed manufacturers, throughout the period of validity of the consent  (Appendix I to Annex 1.IE below).

In the case of cultivation of 1507 maize seed products, the environmental risk assessment has concluded that there is a limited potential for development of resistance to CRY1F protein as expressed in 1507 maize within the target pest population.  Therefore, the notifiers will implement a case-specific monitoring plan consisting of the Insect Resistance Management (IRM) proposal described in Annex 37 to this Notification C/ES/01/01.  In addition, the notifiers will address any adverse effect on human health and the environment that was not anticipated in the e.r.a. in accordance with the general surveillance plan for cultivation of 1507 maize (Appendix II to Annex 1.IE below).  
The focus of this general surveillance plan is on agricultural users of 1507 maize such as growers of 1507 maize seed products.  In addition, following the approval for marketing of 1507 maize and in the framework of general surveillance the notifiers together with relevant experts will develop appropriate protocols for a monitoring study on unanticipated potential effects of 1507 maize on non-target organisms.  The proposed study will take into consideration the latest scientific findings and will likely focus on a series of representative model organisms chosen on the basis of their abundance and biological significance in the agricultural environment.
ANNEXES:

Annex 1.IE:

Proposal for a monitoring plan for the placing on the market of 1507 maize (Annex VII, Directive 2001/18/EC)

ANNEX 1.IE

Proposal for a monitoring plan for the placing on the market of 1507 maize (Annex VII, Directive 2001/18/EC)
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