
 
 - 1 - 

DIN EN ISO 16140-7:2025-04 (E) 
 
 
Microbiology of the food chain - Method validation - Part 7: Protocol for the validation 
of identification methods of microorganisms (ISO 16140-7:2024) 
 
 
Contents            Page 
 

Foreword ..................................................................................................................................................................................................................................................... 4
Introduction ............................................................................................................................................................................................................................................ 5
1 Scope ............................................................................................................................................................................................................................................. 9
2 Normative references ................................................................................................................................................................................................. 9
3 Terms and definitions ................................................................................................................................................................................................ 9
4 General principles for the validation of identification methods of microorganisms .........................12
5 Strains ......................................................................................................................................................................................................................................12
6 Performance characteristics of an identification method ............................................................................................... 13

6.1 General .....................................................................................................................................................................................................................13
6.2 Description of the concept and limitation(s) of the identification method ................................................13
6.3 Identification reliability of the identification method ..................................................................................................14

6.3.1 Number of strains to be tested ........................................................................................................................................14
6.3.2 Selection of the strains ...........................................................................................................................................................15
6.3.3 Testing of the strains ................................................................................................................................................................15
6.3.4 Expression and interpretation of results ...............................................................................................................16

6.4 Evaluation .............................................................................................................................................................................................................17
7 Interlaboratory study ..............................................................................................................................................................................................18

7.1 General .....................................................................................................................................................................................................................18
7.2 Data sets to be obtained ...........................................................................................................................................................................18
7.3 Protocol ...................................................................................................................................................................................................................19
7.4 Expression of results ...................................................................................................................................................................................19
7.5 Interpretation and evaluation ........................................................................................................................................................... 20

Annex A (informative)  Guidelines for the validation of methods for the identification 
of microorganisms in ecosystems .............................................................................................................................................................. 22

Annex B (normative)  Points to be considered when selecting strains for an identification 
reliability study .............................................................................................................................................................................................................. 29

Annex C (informative)  Expression, interpretation and evaluation of results.................................................................30
Annex D (informative)  Illustrations on the validation of methods for the identification 

of microorganisms in ecosystems ..............................................................................................................................................................38
Bibliography .........................................................................................................................................................................................................................................43

European foreword .......................................................................................................................................................................................................................... 3


		2026-06-20T18:04:27+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




