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Format to provide information on GM detection methods and related samples  (Version 15 December 2004)
This format should be used in order to provide information on GM detection methods and related samples with respect to Regulations  (EC) 1829/2003 and (EC) 641/2004. 

	Requested Information 
	Description to be provided by the applicant

	1.
GENERAL INFORMATION 
	

	1.1 Name and contact details of the applicant
	

	1.2 GM event and unique identifier
	 

	1.3 List of matrices relevant for the application (e.g. seeds, grains, flour, specific food matrices or alike)
	

	1.4 Short description of the whole method (method modules) provided. The applicant should also mention if the method or some method modules have been previously validated.

(See Regulation (EC) 641/2004 Annex I – 2.A, 2.B and 2.D)


	


	Requested Information 
	Description to be provided by the applicant

	2.
INFORMATION ABOUT THE METHOD
	

	2.1 Proof of the event-specificity of the method 

(See Regulation (EC) 641/2004 Annex I – 2.C.1) 


	 

	2.2. Description of how the method shall be applicable to samples of the food or feed, to the control samples and to the reference material

(See Regulation (EC) 641/2004 Annex I – 2.C.2)
	

	2.3. Complete and detailed description of the method.

(See Regulation (EC) 641/2004 Annex I – 2.E)


	It is required to provide the complete method description and protocol as an Annex to this document. Points 1 to 5 required by the Regulation (Annex I – 2.E)) shall be clearly addressed. 

A template protocol format used by the CRL can be requested by the applicant (Annex I.E.4). 


	Requested Information 
	Description to be provided by the applicant

	3.
INFORMATION ABOUT THE METHOD TESTING CARRIED OUT BY THE APPLICANT
	

	3.1    Evidence of inter-laboratory transferability: name and contact details of the participating laboratories and time of the analysis. 

(See Regulation (EC) 641/2004 Annex I – 3.B)
	

	3.2    Primer pairs tested, justification of how and why the proposed primer pair has been selected

(See Regulation (EC) 641/2004 Annex I – 3.C.1)
	

	3.3.   Stability testing: results from testing the method with different varieties, including a list of the tested varieties and the reason of their selection  

(See Regulation (EC) 641/2004 Annex I – 3.C.2)

	

	3.4. The full sequence of the insert(s), together with the base pairs of the host flanking sequences needed to establish an event-specific detection method. 

(See Regulation (EC) 641/2004 Annex I – 3.C.3)
	 

	Requested Information 
	Description to be provided by the applicant

	Testing report 

(See Regulation (EC) 641/2004 Annex I – 3.D and 1.B)
	It is recommended to provide the testing report as an Annex to this document. The points required by the Regulation should be clearly addressed. In addition, it is recommended to report clearly the results concerning the following method acceptance criteria: 

· Applicability 

· Practicability 

· Specificity

· Robustness 

· Accuracy 

· Sensitivity 

· Repeatability standard deviation (RSDr)

· Quantitation limit (LOQ)

· Detection limit (LOD)
as well as method performance requirements (where applicable):

· Dynamic Range 

· Reproducibility standard deviation (RSDR)

· Trueness.
The document describing the method acceptance criteria and method performance requirements is available under http://gmo-crl.jrc.it/guidancedocs.htm 




	Requested Information 
	Description to be provided by the applicant

	4.
INFORMATION ABOUT THE SAMPLES OF THE FOOD AND FEED AND THEIR CONTROL SAMPLES
	

	4.1. Description of the positive control sample


	

	4.2. Amount of positive control sample provided, including the date and the description of means used to measure the amount
	

	4.3. Description of the negative control sample


	

	4.4. Amount of negative control sample provided, including the date and the description of means used to measure the amount
	

	4.5. Description of the genetic background of the positive and negative control samples


	

	4.6. Description of the testing carried out to verify the quality of the control samples


	

	Requested Information 
	Description to be provided by the applicant

	4.7. Description of the sample of food or feed, including description of the means used to assure the GM amount in the sample (e.g. description of the preparation)


	

	4.8 Amount of food and feed sample, including the date and description of the means used to measure the amount


	

	4.9 Specific instructions concerning the storage, homogenisation and any additional information about the samples.


	

	Requested Information 
	Description to be provided by the applicant

	5. ADDITIONAL REMARKS
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