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Validate assay and correlation of biomarker with
outcome retrospectively using a large number

of specimens in different labs

Develop /refine
clinical grade

biomarker assay
protocol / reagent / device

Validate correlation of
biomarker with outcome as

a primary or secondary endpoint
in a prospective human study

Human study of utility of
biomarker to direct

therapy or chemoprevention
or predict outcome / risk

Is correlation
statistically robust?

yes

no

Is correlation
statistically robust?

yes

Can it
be fixed?

no

yes

no Outcome =
Disease occurrence
Disease progression
Response to therapy

Biomarker =
Single gene / protein

Molecular profile

Sensitivity and specificity
expected to be sufficient for clinical
utility? ("credentialed biomarker")

Is correlation
statistically robust?

yes

no

Define patient subset with
biomarker using assay
on a limited number of

specimens
in a single lab

Identify or develop
biospecimen
repositories
linked with

outcomes data




