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[This informative text should be deleted from the study plan. General recommendations are: 1) Write the study plan in the chronological order as presented in the NordVal protocol 1; 2) Use the same document for the study plan and the MCS and ILS reports that follow; 3) NordVal International should recommend the study plan before the MCS is initiated, and the MCS before the ILS is initiated.]
Version Aug 2026: the chapters "Validation Standard" and "References" were updated to reflect the new NordVal Protocol 1 version June 2026 and ISO 16140-2:2016/Amd 1:2024.
[bookmark: _Toc236661430][Title of the validation study including method name, validation protocol and food categories]
[bookmark: _Toc236661431]Version
[Study Plan Version X, date / MCS Report Version X, date / ILS Report Version X, date]
[bookmark: _Toc236661432]Alternative method/Kit name
[Name of alternative method]
[bookmark: _Toc236661433]Reference method
[Name of reference method]
[bookmark: _Toc236661434]Validation standard	Comment by Oveland, Eystein: Must be updated
[NordVal International Protocol No. 1. Validation of microbiological alternative (proprietary) methods against a reference method. This Protocol follows the EN ISO 16140-2:2016: Microbiology of the food chain — Method validation — Part 2: Protocol for the validation of alternative (proprietary) methods against a reference method and its amendment ISO 16140-2:2016/Amd 1:2024. Additional to the EN ISO 16140-2, the NordVal Protocol includes the requirement of and guide to estimate the Limit of Detection (LOD) (4.1.2).]
[bookmark: _Toc236661435]Company
[Contact person, laboratory name, address, phone, email, webpage]
[bookmark: _Toc236661436]Expert Laboratory
[Contact person, laboratory name, address, phone, email, webpage]
[bookmark: _Toc236661437]Abbreviations
[List all abbreviations used in this document that are not listed in the Definitions in NordVal Protocol 1]
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1. [bookmark: _Toc236661438]Introduction
[bookmark: _Toc236661439]Aim of the study
[Describe the aim and introduce the partners (NDA) involved in the validation.]
[bookmark: _Toc236661440]Alternative method
[Briefly introduce the alternative method and refer to Appendix/Package insert/Other documents/Flow diagram.]
[bookmark: _Toc236661441]Reference method
[Briefly introduce the reference method and refer to Appendix for comparison flowchart to alternative method when applkicable]
2. [bookmark: _Toc409098954][bookmark: _Toc236661442]Scope
[If broad range of foods, number and list of categories, list of products]
[bookmark: _Toc236661443]Categories
[List categories]
[bookmark: _Toc236661444]Products 
[List products]
[bookmark: _Toc236661445]Method Performance Characteristics
The method performance characteristics to be determined for this quantitative study are:
· Relative trueness
· Accuracy profile
· Limit of quantification
· Selectivity (inclusivity/exclusivity)
· [bookmark: _Toc161473652][bookmark: _Toc409098955]Acceptability limits (AL), if applicable
All results will be tabulated, calculated, and interpreted according to NordVal Protocol No. 1 (ISO 16140-2).
3. [bookmark: _Toc236661446]Method Comparison Study (Quantitative methods)
[bookmark: _Toc236661447]Sample preparation
[State the test portions, levels, dilutions, incubation time, fill in Table 1]
[bookmark: _Toc236661448]Relative trueness study
[Describe categories (Table 1), procedures, aim of contaminations, cfu/g]
Table 1. Categories for the relative trueness study.
	Category
	Types/Items
	Preparation

	Category 1
	Type 1
	Medium and temperature

	
	Type 2
	

	
	Type 3
	

	Category 2
	Type 1
	Medium and temperature

	
	Type 2
	

	
	Type 3
	

	Category 3
	Type 1
	Medium and temperature

	
	Type 2
	

	
	Type 3
	

	…
	
	



It will be expected that no more than 1 in 20 data values will lie outside the 95% confidence levels (upper limit and lower limits). 
[bookmark: _Toc236661449]Accuracy profile study
[Describe categories and inoculation levels (Table 2), procedures and preparation of samples, aim of contaminations, cfu/g]

The accuracy profile study is a comparative study between the results obtained by the reference method and the results of the alternative method. This study is conducted using artificially contaminated samples. One type per category will be tested according to Table 2.
Table 2. Categories and inoculation levels for accuracy profile.
	Category
	Type
	Inoculated Strain
	Item
	Inoculation levels (cfu/g)

	Category 1
	
	
	
	Level 1

	
	
	
	
	Level 2

	
	
	
	
	Level 3

	Category 2
	
	
	
	Level 1

	
	
	
	
	Level 2

	
	
	
	
	Level 3

	Category 3
	Type 1
	Strain A
	Item A
	Level 1

	
	
	
	
	Level 2

	
	
	
	
	Level 3

	
	
	Strain B
	Item B
	Level 1

	
	
	
	
	Level 2

	
	
	
	
	Level 3

	…
	
	
	
	



Preparation of samples will be done … 
[bookmark: _Toc236661450]Limit of quantification study
[State if determination of LOQ is needed or not according to the NordVal Protocol 1, and how to execute if needed]
[bookmark: _Toc236661451]Selectivity (inclusivity and exclusivity) study
The inoculum level should be similar to the greatest level of contamination expected to occur in any of the categories being used.
[bookmark: _Toc236661452]Inclusivity
[Describe how to perform, inoculum, organisms, strains, source, cultures to test for target] 

For inclusivity testing, at least 50 pure cultures of (target) microorganisms should be tested.
Table 3. Inclusivity: selected organism and strains
	#
	Inclusivity organism
	Code
	Source

	1
	
	
	

	2
	
	
	

	…
	
	
	



[bookmark: _Toc236661453]Exclusivity
[Describe how to perform, inoculum, organisms, strains, source, cultures to test for non-target]
For exclusivity testing, at least 30 pure cultures of (non-target) microorganisms should be tested.
Table 4. Exclusivity: selected organism and strains
	#
	Inclusivity organism
	Code
	Source

	1
	
	
	

	2
	
	
	

	…
	
	
	



[bookmark: _Toc236661454]Expression and interpretation of results in the MCS report
[Describe how the results will be presented]
The results will be tabulated according to the interpretation done by the laboratory in charge of the method comparison study. The report will state any anomalies from the expected results.

4. [bookmark: _Toc236661455]Interlaboratory study, ILS
[bookmark: _Toc236661456]Number of laboratories and samples
The ILS shall produce at least 8 valid data sets from at least 8 collaborators, 3 levels of contamination, 2 methods of enumeration (reference and alternative) and duplicate measurements, i.e. 8 × 3 × 2 × 2 = 96 results [list more specific if known already]. 

Suggest the (relevant) food matrix, and levels if known already, should be discussed after the MCS.

Suggest target contamination levels.

The ILS plan shall be updated after the MCS has been conducted. 

Suggest the organization of the study by the expert lab; preparation, labelling (blind coding), delivery of samples to participating laboratories, and reporting of results.

[bookmark: _Toc236661457]Expression and interpretation of results in the ILS report
[Describe how the results will be presented. The results (tables and calculations) of the different parts and the interpretation of the results, including discrepant results, shall be given in a study report. E.g. refer to NordVal Protocol 1 for presentation of the results.]
The results will be tabulated according to the interpretation done by the laboratory in charge of the method comparison study in line with NordVal Protocol 1. The report will state any anomalies from the expected results.

5. [bookmark: _Toc236661458]References
[List relevant references]
ISO 16140-2: 2016 Microbiology of food chain – Method validation- Part 2: Protocol for the validation of alternative (proprietary) methods against a reference method and. ISO 16140-2:2016/Amd 1:2024.
NordVal International Protocol No. 1. Validation of microbiological alternative (proprietary) methods against a reference method. Ver. Jan June 20262.
6. [bookmark: _Toc236661459]Appendix
[Method Comparison flowchart(s)]
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