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/ 'The Contract Laboratory World

 The data must be frequently defended
o ‘The contract fab2Z(n)-2(t m OWOrYiS C

 When data are “out of spec” or prob2(n)lematihe
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Laboratory Accreditation

— Other accreditations
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| Proficiency Testing in Method Development




Principles of Method Validation

« Specificity  Ruggedness

e LOD « Extraction Efficiency




| 'Proficiency Testing in Method Development

All new methods require validation in the CRO

e Accuracy Is often measured with fortified samples
— < 'Proficiency testing 1s a great accuracy ool
* Method performance can be measured

* True accuracy can be determined in the sample
maitrix of interest




« 10 g/g (10 ppm) 6 80-115
1 g/g(1ppm) 8 75-120
e 10 ng/g(10 ppb) 15 70-125




e Training can include:
—*W
— Proficiency samples

* Proficiency samples are a great tool for the “final
performance evaluation”




| Proficiency Testing in Analyst Validation

e Continuous evaluation of analyst performance
-~ — Duplicate samples
— Control samples
— Standard reference materials
— Proficiency samples
* Proficiency testing provides the strongest continuing
evaluation of analyst performance
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the contract laboratory
— Qualification of new instruments

— Qualification of method modifications
* Method extensions
* Use of new reagents




* QC charts can be used with a number of applications:
-~ - Control samples
— Fortified samples
— Standard reference materials

— Proficiency samples

* Proficiency test results are the best measure of over
all laboratory performance

1 E=




rooo

= PSR AL

Dietary Supplement GMP




== |

' /Independent Third Party Testing

 These data are often challenged
- — Competitors
— Regulatory agencies
* Proficiency testing data can play a strong support role




' /Independent Third Party Testing

e The results are “attacked” by hostile lawyers
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* Proficiency testing can make the difference




J 'Use of Proficiency Testing in Litigation

 No AOAC Official Method is In place
— * Thetwofabsuse different method
* The two labs get different results

* Use of a proficiency testing program gained a
significant advantage




QC programs
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