ANNEX 5.CA- C/ES/01/01

Competent Authority of Germany

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.  

In response to the technical comments raised regarding the proposed general surveillance plan, we would like to accept your proposal that the notifiers should organize within two years after the consent is given the transfer of information from the institutions or bodies that take part in the surveillance of animal feed products to the consent holders and specify the monitoring plan accordingly.  

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 Germany.

Expression of CRY1F protein:

As recommended by the Competent Authority of Germany, protein expression on different tissues of 1507 maize plants is now given in relation to weight, rather than in relation to total extractable protein, see Tables 1.DE and 2.DE below. In order to remove some of the variation expected in fresh weight measurements due to variability of water content across plant tissues of individual plants, protein expression is given in relation to dry weight.  Also, we would like to highlight that the concentration of CRY1F protein expressed in 1507 maize pollen that was considered in the non-target exposure and risk assessment for cultivation of 1507 maize in Europe carried out by Wolt and Conlan (2001) (Annex 35 of this notification C/ES/01/01) was expressed in relation to fresh weight.

As shown in Tables 1.DE and 2.DE, calculation of the CRY1F protein expression levels in relation to dry weight removes much of the variation observed between whole plant and individual plant tissues.  However, we can expect some differences in CRY1F protein expression levels due to the different processing of samples consisting of whole plants as these are more heterogeneous and involves more laborious steps.  Also, no negative correlation between the application of glufosinate-ammonium herbicide and expression of CRY1F protein is observed in 1507 maize whole plant tissue at the R4 stage (Table 2.DE).
Monitoring plan:

Insect resistance monitoring protocol

The specific details requested in relation to the assay to establish the baseline susceptibility to CRY1F protein of the target insect pests will be discussed with the relevant experts that will be in charge of carrying out this task.  We will ensure that the latest scientific findings and the most up-to-date research available are taken into account.

General surveillance plan

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.DE 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.DE 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.DE 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. 
	Table 1.DE: Summary of CRY1F protein levels (in ng/mg tissue dry weight) in tissue collected from 1507 maize from field trials in Chile in 1998-1999


	Tissue (growth stage)
	Average 

ng CRY1F/mg tissue dry weight
	Standard deviation
	Minimum
	Maximum

	Leaf (V9)
	3.82
	1.89
	0.94
	6.68

	Pollen (R1)
	17.5
	1.54
	14.3
	20.4

	Stalk (R1)
	6.27
	1.02
	4.40
	8.61

	Whole plant (R4)
	1.80
	0.70
	1.15
	2.69

	Grain                       
	2.19
	0.42
	1.60
	3.09

	Whole plant (senescent)
	2.27
	0.35
	1.76
	2.56

	
	
	
	
	

	Dry weight values = (ng CRY1F/mg TEP) * TEP (mg/ml) * extraction volume (ml) / tissue dry weight (mg)

	
	
	
	
	


	Table 2.DE: Summary of CRY1F protein levels (in ng/mg tissue dry weight) in tissue collected from 1507 maize from field trials in France and Italy in 1999


	
	

	Tissue (growth stage)
	Average 

ng CRY1F/mg tissue dry weight
	Standard deviation
	Minimum
	Maximum
	
	

	Leaf (V9)
	7.24
	2.10
	4.54
	12.6
	
	

	Whole plant (V9)
	4.12
	2.05
	2.06
	6.87
	
	

	Pollen (R1)
	20.0
	2.7
	14.2
	29.3
	
	

	Stalk (R1)
	4.14
	1.00
	2.81
	6.41
	
	

	Whole plant (R1)
	1.94
	0.48
	1.44
	2.57
	
	

	Whole plant (R4)     

  leaf painted
	1.96
	1.11
	1.05
	3.58
	
	

	Whole plant (R4) 

Sprayed
	2.09
	0.88
	1.08
	2.69
	
	

	Grain             

leaf painted
	2.16
	0.48
	1.19
	3.06
	
	

	Grain         

sprayed
	2.06
	0.41
	1.32
	2.70
	
	

	Whole plant (senescent)
	1.30
	0.42
	1.00
	1.92
	
	

	
	
	
	
	
	
	

	Dry weight values = (ng CRY1F/mg TEP) * TEP (mg/ml) * extraction volume (ml) / tissue dry weight (mg)
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Proposal for a monitoring plan for the placing on the market of 1507 maize (Annex VII, Directive 2001/18/EC)
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