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Guidance on Laboratory Developed Test and Service for Precision Medicine Molecular Testing
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(1) 2 Fx % (Accuracy)
(2) ## % RIE R
(Precision/Reproducibility)
(3) ¥ #F 2 % I ( Reportable Range)
(4) ® & rxza(Cut-off Value)
(5) i # 4 (Traceability)
(6) % #7 & (Sensitivity)
(7) # 2 1+ (Specificity)
(8) + & 1##= 7 (Interference Study)
9) = :Ji(Stablllty)
(10) teipliEAR2 iiA2@ 2 H it
(11) # )% % (Result)
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