
ISO 161654:2001 Validation 
Study 

Update and further steps 



M/381 Mandate 

• Launched in 2006 

• Re-launched in 2007 

• Projects approved in 2008 

• Funds released in 2011 

• Study carried out in 2012 

• Report in 2013 

• TWO YEARS EARLIER THAN THE DEADLINE!!! 





Design of the study 

• In 2006 CEN requested to WG6 to assess the 
equivalence between the ISO 16654 and the 
NMKL method No 164, 2. Ed. 2005 

• NMKL method No 164 validated in a 
collaborative study in 2002 

• Project for validation in mandate M/381 
included a reduced study as agreed by CEN in 
2007 in Cairo (only one epidemiologically 
relevant matrix ) 

 



Mandate M/381 study 

  Samples E.coli O157 

    

number of labs 15 

stam E.coli O157 NCCB 100282 

method for homogenity testing ISO 16654 

media CT-SMAC 

incubation 24h 37°C 

matrix milk 

volume 10 ml 

labelling sample 1 to 24 coded ad random 

blanco 120 sample code 3 4 5 8 12 13 14 24 

low level (10-50 
cfu/ml) 120 sample code 1 9 15 16 17 19 20 23 

high level (100-500 
cfu/ml) 120 sample code 2 6 7 10 11 18 21 22 

Homogenity 
testing 10x 

low level 
(sample codes) 1 9 15 16 17 19 20 23 1 9 

  10x 
high level 
(sample codes) 2 6 7 10 11 18 21 22 2 6 

blanco testing 10x 
blanco (sample 
codes) 3 4 5 8 12 13 14 24 3 4 

Samples stable for one year @-20°C! 



Mandate M/381 Results 
L1 L2 L3 L4 L5 L6 L7 L8 L9 L10 L11 L12 L13 L14 L15 

expected Sample Result Result Result Result Result Result Result Result Result Result Result Result Result Result Result 
L 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
H 2 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
0 3 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 
0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
H 6 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
H 7 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
0 8 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
L 9 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
H 10 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
H 11 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
0 12 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 
0 13 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 
0 14 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 
L 15 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
L 16 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
L 17 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
H 18 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
L 19 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
L 20 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 

H 21 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
H 22 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
L 23 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 
0 24 0 0 0 1 0 0 0 0 0 1 0 1 0 0 0 



• Meeting of the PLs of the Mandate next week 
in Brussels 

• Meeting with the participant labs early next 
year 

• Design the report based on the study 

• Combine report of the study with that from 
the NMKL validation 

• Present to the commission within 2013 year 
??? 

Mandate M/381 Next steps 


