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PROCESS CAPABILITY OF A LABORATORY TEST, A TOOL FOR COMPLETION OF VALIDATION AND S.P.C
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Process capability of a manufacturing process is a statistical evaluation of the probability of this process to be in a defined tolerance range.

This tool is very common in many industries.

Validation of “In house” method is obligatory for all the accredited laboratories.

The validation is expressed in terms “pass or fail”.

The method is either passing the requirements of the validation or not.

There is no numerical evaluation on how well did it pass.

Regarding repeated reference materials test results as points on control chart, their average and standard deviation can be calculated.

Those parameters are then compared to the upper and lower specification limits (The requirements of the test method as defined in the validation protocol).

The outcome of this comparison is a number indicating how good is the validation.



