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August 2018/HSN
Reviewer Form - Validation of Alternative Microbiological Method

	Date
	

	Reviewer (name and e-mail)
	

	Method (name of the alternative method)
	

	Reference Method
	

	Applicant
	

	Expert Laboratory 
	

	Date/ Reference to the lab report
	


	Documents for review
	Principle of the methods

	 FORMCHECKBOX 
 Application 
	 FORMCHECKBOX 
 Paired study

	 FORMCHECKBOX 
 Package insert 
	 FORMCHECKBOX 
 Unpaired study

	 FORMCHECKBOX 
 Validation Plan
	

	 FORMCHECKBOX 
 Comparison Study Report
	Protocol

	 FORMCHECKBOX 
 ILS Report

 FORMCHECKBOX 
 Extension 
	 FORMCHECKBOX 
 ISO 16140-2 / NordVal Protocol No.1

 FORMCHECKBOX 
 Other protocol


	Quantitative method


	Requirements met?

      Yes    |    No
	Comments

	Relative trueness - Comparison study
Matrix Requirements:  
For a broad range of foods: 
   5 categories

   3 types each category
   5 samples each type
Evaluation:

Blandt-Altman plot 
Are the calculations and the results OK?
Requirements:  

No more than 1 in 20 data should be outside the limits


	         FORMCHECKBOX 
       FORMCHECKBOX 

         FORMCHECKBOX 
       FORMCHECKBOX 

         FORMCHECKBOX 
       FORMCHECKBOX 

	

	Accuracy Profile - Comparison study
Matrix Requirements:  
For a broad range of foods: 
   5 categories

   1 type each category

   6 samples each type whereof 2 low, 2   intermediate and 2 high levels

    5 replicates from 5 different test portions of the same sample
Evaluation:
Are the calculations and the results OK?
Requirements:

Results should be between AL

	         FORMCHECKBOX 
       FORMCHECKBOX 

         FORMCHECKBOX 
       FORMCHECKBOX 

         FORMCHECKBOX 
       FORMCHECKBOX 


	

	LOQ – Limit of Quantification
Is LOQ determined?
	        FORMCHECKBOX 
       FORMCHECKBOX 

	

	Selectivity Study – if relevant

Inclusivity: 50 pure target microorg. Exclusivity: 30 pure non-target


	         FORMCHECKBOX 
       FORMCHECKBOX 

	

	Interlaboratory Study (ILS)
Requirements:  
8 valid data set, 8 analysts, 4 locations (max 3 set from one location)

One relevant food matrix, 3 levels + neg, 2 replicates
Evaluation:

Are the calculations and the results OK?
Requirements:

Results should be between AL
	         FORMCHECKBOX 
       FORMCHECKBOX 

        FORMCHECKBOX 
       FORMCHECKBOX 


	


	Do you recommend approving of the
	     Yes   |   No
	Comments

	· Application

	        FORMCHECKBOX 
       FORMCHECKBOX 


	

	· Package insert
	        FORMCHECKBOX 
       FORMCHECKBOX 

	

	· Validation Plan
	        FORMCHECKBOX 
       FORMCHECKBOX 

	

	· Comparison Study Report
	        FORMCHECKBOX 
       FORMCHECKBOX 

	

	· ILS Report
	        FORMCHECKBOX 
       FORMCHECKBOX 

	

	· Extension
	        FORMCHECKBOX 
       FORMCHECKBOX 
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