
 
 - 1 - 

ISO 8196-3:2022-05 (E) 
 
 
Milk - Definition and evaluation of the overall accuracy of alternative methods of milk 
analysis - Part 3: Protocol for the evaluation and validation of alternative quantitative 
methods of milk analysis 
 
 
Contents            Page 
 
 Forewords .....................................................................................................................................................................................................................................iv
Introduction .............................................................................................................................................................................................................................. vi
1  Scope ................................................................................................................................................................................................................................. 1
2  Normative references ..................................................................................................................................................................................... 1
3  Terms and definitions .................................................................................................................................................................................... 1
4  General principles for the validation of alternative methods ............................................................................. 3

4.1 Validation protocol ............................................................................................................................................................................. 3
4.1.1 General ........................................................................................................................................................................................ 3
4.1.2 Phase I .......................................................................................................................................................................................... 3
4.1.3 Phase II ........................................................................................................................................................................................ 3
4.1.4 National approval .............................................................................................................................................................. 3
4.1.5 International approval .................................................................................................................................................. 3

4.2 Field of validity of the approval ............................................................................................................................................... 3
5  Technical protocol for the validation ............................................................................................................................................ 4

5.1 Course of operations.......................................................................................................................................................................... 4
5.2 Methods comparison study (Phase I) ................................................................................................................................ 4

5.2.1 General ........................................................................................................................................................................................ 4
5.2.2 Compulsory assessments for the validation .............................................................................................. 4
5.2.3 Additional informative investigations ......................................................................................................... 11

5.3 Method confirmation study (Phase II) ........................................................................................................................... 14
5.3.1 General ..................................................................................................................................................................................... 14
5.3.2 Verification of precision in routine conditions ..................................................................................... 14
5.3.3 Data collection ................................................................................................................................................................... 15
5.3.4 Pilot samples ....................................................................................................................................................................... 15

5.4 Report and approval delivery................................................................................................................................................. 15
5.4.1 General ..................................................................................................................................................................................... 15
5.4.2 National validation ........................................................................................................................................................ 15
5.4.3 International validation ............................................................................................................................................ 15

Annex A (informative) Measurement process and overall accuracy .............................................................................16
Annex B (informative) Limits for the performance characteristics with raw milk .......................................17
Annex C (informative) Calculation examples ..........................................................................................................................................23
Annex D (informative) Procedure for sample set preparation in linearity evaluation .............................32
Bibliography .............................................................................................................................................................................................................................36


		2026-04-20T01:28:36+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




