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Protocol for the design, conduct and
Interpretation of method-performance
studies: Revised 1994 (Technical

Report)
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GMO

C.4 Construct specific method for the relative quantitation of soybean
line GTS 40-3-2 DNA based on real-time PCR using plasmid as a

reference molecule

Table C.15 Summary of accuracy and precision statistics for real-time quantitative PCR
Concentration (%) 0.10 0.50 1.0 2.0 10.0
Mumber of participant laboratonies 13 13 13 13 13
Mumber of invalid laboratones 1 1 1 1 1
Mumber of Cochran outhers 0 0 0 0 0
Mumber of Grubbs outlers 1 0 0 0 0
Murmber of retained laboratones 1 12 12 12 12
Mean of GMO amount (%) 0.108 0.5M 1.16 2.76 1.7
Bias of true value (%) +81 | +143 | +161 | +#151 | +172
Repeatability standard deviation sra 0.015 0.0658 0.129 0435 0.993
Repeatability limit ¥ (r=2.8 x s;) 0041 | 0191 0362 | 1219 | 2779
Repeatability relative standard deviation RSD, (%)" 134 120 1.2 76 85
Reproducibility standard deviation sg” 0014 | 0.0 D161 | D660 | 1246
Reproducibility limit R* (R=2 8 x sg) 0040 | 0255 0.451 1.549 | 3.489
Reproducibility relative standard deviation RSD«=(%)" 134 159 139 15 106
Below 20 copies” (Detection Limit) 4122 024 024 024 0724

*5. Sg rand R are expressed in units of % GMO.

" The RSD; and a RSDs are expressed as percentage of their mean value.
° Below 20 copies are expressed as the ratio of the number of retained data below 20 copies/the total number
of retained data.
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General Criteria for the Selection of Single-
Laboratory Validated Methods of Analysis
(Procedural Manual,14t™ edition, CAC)
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Harmonized Guidelines for Single-Laboratory
Validation of Methods of Analysis
Pure & Appl. Chem. 74(5),835-855(2002)
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certified reference material;
CRM)

ex.NIES/NIRS Typical Japanese Diet
Cd mg/kg 0.069+ 0.009
AAS, ICPMS, IDICPMS, INAA

Uncertainty Is represented by the 95%
confidence interval of the mean.
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(No.7):
(No.3): 9 , 4
(No.9): 16 , 14
(No.10): 13 , 9
(No.11): Total Tin, TBT ,
TPT
» NIES/NIRS ( )

Japanese typical diet: 14 , 12
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