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« To develop and validate an
Immunoassay in matrix A on platform B
to evaluate the levels of free (unbound)
analyte C in X population to enable a
change of Y% from baseline to allow
decision Z.
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- Analytical Validation vs Clinical Validation

- Biomarker Assay Validation and the Fit-for-
Purpose Paradigm
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- 2001 : Guidance for Industry, Bioanalytical Method Validation

- 2013: Guidance for Industry, Bioanalytical Method
Validation(draft)

- 2015: Evidentiary Considerations for Integration of
Biomarkers in Drug Development

- 2018: Guidance for Industry Bioanalytical Method Validation
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Guidance for Industry, Bioanalytical Method Validation
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Guidance for Industry, Bioanalytical Method Validation(draft)
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- Key assumption
- Assay Design and Technology Selection
- Assay Validation Acceptance Criteria
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Biomarker
Context of Use

Use Environment

Assay features

Iteration
(versioning,
Platform/technology
migration,
convergence)

Japan Bioanalysi: DU

JBF Assay Design and Technology Selection-3

Stability of biomarker if known in disease conditions Biology, structure and isoforms

Application requirements, Test population (e.g., human (healthy, disease), animal),
Patient population comorbidities, Sample acquisition

Lab vs. field, Ruggedness / Robustness , User training, Maintenance, Sample
collection (timing, methods, transport and storage), Immediate vs stored analyses,
Sample preservation, Single/multiple sites, Single/multiple use (aliquot size; storage
stability and freeze/thaw) , Contamination effects (e.g., blood in CSF)

Analyte(s) selection (measurands), Qualitative/ Semi-Quantitative/Quantitative ,
Calibrators/ reference material, Controls (external, internal) , Reportable range,
Reference interval, Specimen volume/quantity requirements, Desired analytical
precision and aTAE, desired detection sensitivity — upper and lower limits and
putative detection range, Selectivity and specificity considerations including probable
interference factors in endogenous matrix, Results turn-around time, Batch mode vs
random access performance in automated clinical analyzers, Automation, Process
software, Analyte or reagent carry-over, Analytical software, user interface,
Waste/hazard containment, Cost, Technical support requirements

Interim data evaluation, Assay refinement
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