Homework:  MV Reading Assignment Quiz

Answer the following questions below after reading the article “Handout 1_AST, Handout 2_Quant Validation Overview and Handout 3_AST Validation Plan.” Please write your answers on the space provided.
I. True or False.  All validation records should be retained for the life of the instrument? _____
II.  Who shall make the ultimate decisions on Method Validation?  ______________________
III. Components of Method Evaluation.  Match lettered items with numbered choices. Write only the number on the space provided

Choices:    

1. Precision             
3.  Linearity

5. CRR


7. Specificity

2.  Accuracy

4.  AMR

6. Reference Interval
8. Sensitivity
_____ a.  Is the lowest concentration of an analyte that can be measured (Lower Limit of Detection). 
_____ b.  Is the determination of the effect of interfering substances.
_____ c. Is the range of analyte values that a method can directly measure on the specimen without any dilution, concentration, or other pretreatment not part of the usual assay process.. 

_____ d. The agreement of the measurements of replicate runs of the same sample.
_____ e. Is the range of test values expected for a designated population where 95% of the individuals are presumed to be healthy (or normal).  
IV. What is the reference range for the ASTL Cobas method?  __________________________

_________________________________________________________________________

V.  What is the Linear regression for the ASTL Cobas method?  _________________________
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