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Article 14 and EURL evaluation 

 Fitness for purpose criteria: Review of 10 years 

 Work of CEN: standardisation of methods 

 Other aspects 
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Analytical methods and details of the authorisation 



Target of analytical methods evaluated 
by the EURL I 

 Regulation (EC) No 1831/2003 applied from 2004 

 Until 2008 applicants had to follow Commission 
Directive 2001/79/EC, also specifying criteria for 
analytical methods 

• Chapter 2.5 …. routine control of the active substance in 

premixtures and feedingstuffs with a list of some method 

performance characteristics 
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Target of analytical methods evaluated 
by the EURL II 

 Since 2005:  Regulation (EC) No 378/2005 specifies 
the tasks of the EURL 

 Art 5 (2). The evaluation report provided for in 
paragraph 1 shall include in particular: 

 (a) an evaluation indicating if the methods of analysis in the data 

 submitted in the application are suitable to be used for official controls; 

 

 (b) an indication if testing of a method of analysis is considered necessary; 

 (c) an indication if a validation of a method of analysis by an intercomparison 

study is considered necessary. 
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Commission Regulation (EC) No 
429/2008 

 Dossier guideline applies from 2008 

 Takes into account requirement of the methods for 
official control 

 Concept of verification: New requirement 

 Response to option for testing/validation by 
intercomparison study  
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Single laboratory validated methods fit 
for official control? 
• First: single laboratory validation 

• But the method needs to work also in 

an official laboratory? 

• Check for transferability 

• Prior to submitting the dossier, the 

method need to be tested in a second 

lab? 

• Is the protocol clearly written? 

• Results of verification experiments need 

to be comparable with those from the 

validation study! 

• Transferability is an important 

prerequisite for fitness for purpose 

 7 



8 

The verification concept 

Two types of verification experiments: 

• Single-laboratory validated methods 

• Extension of scope of ring trial validated methods 

• Example from EURL report  



Consequence from this progress: 
Inconsistency in respect to fitness for 
purpose criterion 

 Before 2008: Single laboratory validated method 
recommended for official control without verfication 

 After 2008:  Single laboratory validated methods 
need vertfication 
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Criteria for method for official control: The method cascade 
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Method cascade and CEN method 

 Analytical methods for feed additives are – and 

will be - standardised after validation by 

intercomparison study und a CEN mandate. 

Examples: 

 Phytase 

 Organic acids 

 Carotenoids 

 Coccidiostats 

 …. 

 CEN methods are compulsory and need to be 

included in the Regulation authorising the additive 
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Why involvement of EURL in 
evaluation of methods also for art 14 
applications? 

 Application of the verification concept to all single 
laboratory validated methods 

 Considering scientific progress of analytical methods 

 CEN methods 

 Harmonisation of methods and method description 
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Thank you for your attention! 
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