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Develop an approach for FDA to actively advise DDT developers and 
provide concurrence for DDT use that is not limited to a single, 

specific drug development program.  The value to the public health 
will be increased when new DDTs become widely known and 

available for use by all drug developers.  
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What are we working on currently? 

• Finalizing the DDT Qualification Draft Guidance 
– Defining “Context of Use” 
– Letter of Intent and Briefing Package Materials 

• Qualification Pathways Established for: 
– Clinical Outcome Assessments 
– Biomarkers 
– Animal Models 

• Submissions received in all programs 
• Internal and External Websites Launched  
• Internal CDER MaPPs (general and program-specific) underway 
• Identifying knowledge management and electronic filing tools/capabilities 
• Qualification Review Teams forming 

 
 



www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationProgram/default.htm 
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To contact us: 

 
 
 Office of  Translational Sciences/CDER/FDA 

301-796-2600 
 

shaavhree.buckman@fda.hhs.gov 
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