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Independent third party testing facility
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« All new methods require validation in the CRO
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« All new methods require validation in the CRO
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ethod performance can be measured

e accuracy can be determined in the sample
trix of interest
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« Analyst training in important in the contract lab
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Proficiency samples

oficiency samples are a great tool for the “final
formance evaluation”
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« [Initial training is documented for all analysts in the
laborator

Control samples
Standard reference materials
Proficiency samples

ficiency testing provides the strongest continuing
ation of analyst performance

———

[ ! -y .'#‘_, ?_5—1‘-..‘-.'—',;’ T _me“




"nétary suppiements ‘Biotechnology,

 In addition to analyst training the proficiency testing
rogram can be used in many other applications in

Qualification of new instruments

Qualification of method modifications
* Method extensions
» Use of new reagents
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e In addition to analyst validation — laboratory
erformance needs to be monitored

Fortified samples
Standard reference materials
Proficiency samples

ficiency test results are the best measure of over
boratory performance
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« Contract labs are counted on to deliver independent
third party data

Regulatory agencies
ficiency testing data can play a strong support role
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* The greatest challenge the CRO faces — litigation
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oficiency testing can make the difference




"nétary suppiements ‘Biotechnology,

* Proposition 65 Class Action suits for acrylamide
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e two labs get different results

e of a proficiency testing program gained a
Ificant advantage
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* The contract lab has many uses of proficiency testing
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oficiency testing can differentiate the CRO
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e Thank you for your attention
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