(though can proceed to qualification later)

Quantitative Imaging Test Discovery, Development, and Validation
[Private & Academic Sectors]

Path when clinical use is pursued first ' Path when use is established

in clinical trials first (though
feedback path would allow

Quantitative Imaging Test Approval
[National regulatory agencies, e.g., FDA CDRH]

its use in clinic later)

Feedback path

Intended use (usually initially having no claim of
surrogacy but which could be extended if further
clinical data could be collected)

Evidentiary Studies for
Coverage Decisions
[Payer organizations,
e.g., CMS]

Reimbursable
based on
accumulated
evidence of
necessary and
reasonable use

Use in Routine
Clinical Care

to provide
evidence to
extend initial
intended use for
new, stronger,
clinical claim

Quantitative Imaging Test
Qualification
[National regulatory agencies,
e.g., FDA CDER]

Initial intended use now extended to
stronger association with mechanism-of-
action or surrogacy

Use in Clinical
Research



