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1)

25 7 11
0711 1
2)
Q&A 25
7 11
3)
22 2 19
0219 4  ICHM3(R2)
4)
8 7 2 443
5) 10
6 26 496
6)
24 2 29 0299 10
7) Q&A
24 2 29
8) 13
6 1 796

9) US FDA: Guidance for Industry, Bioanalytical Method Validation, U.S. Department
of Health and Human Services, FDA, Center for Drug Evaluation and Research,
Center for Veterinary Medicine(2001)

10) EMA: Guideline on biocanalytical method validation,
EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011)
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Anchor point

Stability

Response variable

Assay variability

(%) ={( ) ( M( )><100

Interfering substance

Dilutional linearity

Carry over

Cross talk

Cross validation

Binding reagent

Calibration curve
6

Calibration standard

QC

Cross-reactivity

Reanalysis
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Study sample

Critical reagent

Accuracy 100
(%) ={( )1 ( )} x100
Precision
RSD
(%) ={( )1 ( )} X100
Selectivity

Surrogate matrix

Lower limit of quantification (LLOQ)

Upper limit of quantification (ULOQ)

Quantification range

Incurred sample

Specificity
Total error 100%
Partial validation
Validation

Stock solution
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Reference standard
QC
Working solution
QC
Hook effect

Blank sample

Full validation

Prozone
Analysis
Analyte
Analytical run QC
1
Matrix

blank matrix

Ligand binding assay

96

ISR Incurred sample reanalysis (ISR)

MRD Minimum required dilution (MRD)
MRD

QC

QC Quality control (QC) sample
QC
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