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Considerations for developing a

smart biomarker assay

Compound class

Is it amenable to LC-MS/MS without
modification?

Will the compound need to be
derivatized?

Will the compound need to be
digested?

Endogenous compound concentration

9 What is the LLOQ required to be able to measure a significant
= change in the biomarker?

7 What is the endogenous concentration of the biomarker
and is it consistent between individuals or between
disease state and normal?

Study Objective/Endpoint
/%4

Is the data intended to supporta
safety endpoint?

Is the dataintended to support
dose adjustment?

Is the data intended to measure
patient responses to a therapy Follow
via a PK/PD endpoint? CAP/CLIA

guidance

Follow FDA
bioanalytical
method
validation
guidance
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