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Overview 

• Approaches used at fera 

• Example – COX 

• Example – P. ramorum 

• Example – characterising limit of detection 

• Diagnostic decisions 



Approaches used at fera 

• Mixed!! 

• Case by case 

• Pragmatic -  

• R&D v Routine Diagnostic 

• “a line in the sand which prompts a question 

and another experiment ….” 



Distribution of CT values 
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• Collecting data from 

validation study and 

diagnostic tests. 

• Use this data as an 

indicator of 

expected 

performance. 



P. ramorum: comparing effect 

of cut-off values 

 • The effect of using 

different cut-offs on 

sensitivity and 

specificity. 



Characterising limit of detection 

 • Running multiple 

samples at the limit 

of detection. 



Decision making 



Overview 

• There are no hard and fast rules 

• “fit for purpose” is essential 

• Impact of false positive/negatives 

• Bring together experimental approaches and 

how best to interpret their outcomes. 


