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What IS Right QC?

For all guantitative methods in your laboratory
A Are you use the same control rules?

A Are you use the same number of control
measurements?

A Have they the same performance?



Method Performance

A What is method performance?
A How can you establish method performance?



Method Performance

Is Related to
A Total Allowable ErrorTE3
A Total Analytical Error (TAE)
Imprecision
Bias
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Method Performance
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Method Performance
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Method Performance:
Sigma Metrics
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Method Performance:
Sigma Metrics




Method Performance:
Sigma Metrics

Lower Process Upper
Spec.limit Mean Spec.limit

S1x Ssigma

Process




Method Performance:
Sigma Metrics

_dptrl e

Sigma s
Glucose
Creatinine 7.6 4.7 1.9 1.5
Creatinine 15 4.7 1.9 5.4
Estradiol 20 3.7 4.5 3.6

CA125 18 3.0 3.8 3.9



Selecting Rules and
Number of Measurements

Some Terms and Definitions:

A Stable Imprecisiorand Unstable Imprecision
A Noiseand Signal

A Error detection P, ) and False rejection®;,)



Selecting Number of Measurements
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Selecting Rules and
Number of Measurements
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Selecting Rules and
Number of Measurements
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Doing The Right IQC Right

Total Allowable Choosing Control
Error Rules

Method
Performance

Number of Control
Measurements

Analytical
Errors




Thank You



