
 
 - 1 - 

ISO/TS 21569-10:2026-05 (E) 
 
 
Horizontal methods for molecular biomarker analysis - Methods of analysis for the 
detection of genetically modified organisms and derived products - Part 10: 
Construct- and event-specific detection methods for genetically modified salmon 
expressing CS-GHc2 growth hormone 
 
 
Contents            Page 
 

Foreword ....................................................................................................................................................................................................................................................iv
1 Scope ............................................................................................................................................................................................................................................. 1
2 Normative references ................................................................................................................................................................................................. 1
3 Terms and definitions ................................................................................................................................................................................................ 1
4 Principle .................................................................................................................................................................................................................................... 2
5 Reagents and materials ............................................................................................................................................................................................ 2
6 Apparatus ................................................................................................................................................................................................................................ 3
7 Procedure ................................................................................................................................................................................................................................ 3

7.1 Preparation of test samples .....................................................................................................................................................................3
7.2 DNA extraction ....................................................................................................................................................................................................3
7.3 PCR setup..................................................................................................................................................................................................................3
7.4 Temperature-time programme.............................................................................................................................................................4

8 Accept/reject criteria ................................................................................................................................................................................................. 4
8.1 General ........................................................................................................................................................................................................................4
8.2 Detection ...................................................................................................................................................................................................................5

9 Validation status and performance criteria ....................................................................................................................................... 5
9.1 Sensitivity ................................................................................................................................................................................................................5
9.2 Specificity .................................................................................................................................................................................................................5
9.3 Robustness of the two methods ...........................................................................................................................................................7
9.4 Interlaboratory trial for the construct-specific detection method ......................................................................7

9.4.1 General .....................................................................................................................................................................................................7
9.4.2 PCR efficiency and limit of detection (LOD95 %) .................................................................................................8
9.4.3 False-positive and false-negative rates for DNA samples (blind samples) ..................................9

9.5 Interlaboratory trial for the event-specific detection method ..............................................................................10
9.5.1 General ..................................................................................................................................................................................................10
9.5.2 Validation results (blind samples) ................................................................................................................................11

9.6 Summary evaluation ...................................................................................................................................................................................11
10 Test report ........................................................................................................................................................................................................................... 11
Bibliography .........................................................................................................................................................................................................................................12


		2026-06-24T23:38:30+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




