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Steps to Qualification

• What data is needed?
• How is the data 

aggregated?
• Data sharing
• Data quality
• Data standards
• Data reproducibility

Letter of Support
(optional)

Aggregation of 
Additional Data

Proposal for Limited 
or Expanded 
Context of Use

Qualification 
Determination

Beyond

Implications for 
clinical practice?

Implications for 
labeling?

• Assays
• Sample Handling
• Statistical 

Considerations
• Assay Methods
• Performance 

characteristics
• Analyte Stability

What is at 
stake if we 
are wrong? How to leverage 

data from INDs to 
aid in biomarker 
development? 



Enablers for Biomarker Development

• Data standards
• Data quality
• Data reproducibility
• Statistical considerations
• Assay/Imaging considerations/validation
• Assay/Imaging protocols
• Establishing cut points

• How to disseminate current/best thinking? Checklists? White 
Papers?



Discussions Needed (Focused Workshops)

• Biomarker Taxonomy / Common Lexicon
• Biorepositories / Data Repositories / Data Sharing

• IRB Issues
• Risks of sharing, what to share, how to share?

• Review Evidentiary Standards from Recent Qualifications
• Common Successes?
• Common Failures?
• Should we have asked for less or more information?

• Assay / Imaging Considerations / Validation




	Evidentiary Considerations for Integration of Biomarkers In Drug Development
	Session 4: Round Table Discussion (CERSI/ FDA)
	Steps to Qualification
	Enablers for Biomarker Development
	Discussions Needed (Focused Workshops)
	Slide Number 6

