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Introduction

This poster will describe the validation of 2 methods: the first is the TBNK assay validated for a CAP/CLIA setting; the second is T cell Functional assay for a secondary endpoint in drug development GLP setting. Commonalities and difference in both validation

strategies will be highlighted.
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lntrasAssay T Matrix samples (K,EDTA)—6 samples 2 operators
_ QC material—4 runs total, 2 operators, 2 instruments
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All methods must be validated appropriately to the intended use of the data.
Flow cytometric methods can deliver high quality data in a CAP/CLIA and in a drug development setting.




