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21st Century Cures Act

• Signed into law: December 13, 2016

• Adds new section 507 to the Food, Drug, and Cosmetic Act 
(FD&C Act) concerning the qualification of DDTs
– Subtitle B—Advancing New Drug Therapies 
– Sec. 3011. Qualification of drug development tools

• Legislation establishes new processes for qualification of 
DDTs (biomarkers and clinical outcome assessments)

https://www.congress.gov/bill/114th-congress/house-bill/34/text 

https://www.fda.gov/media/155003/download?attachment   
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21st CC DDT Process (Section 3011)

• Formalizes a process defined by three submissions.  “Accept” or 
“Not Accept” decision for each:

– Letter of Intent (LOI)

– Qualification Plan (QP)

– Full Qualification Package (FQP)

• Requires setting and implementing “reasonable timeframes” for 
the FDA review of each submission type
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Review and Decision  Process

• Each DDT Program Assessment and Reviewability
– Does the Submission contain the needed information to undergo a full review. 

• Qualification Review Team 
– Discipline-specific SME Assessment and Recommendations 

– Includes OND division management participation

– Evaluate based on regulatory precedent, current disease-specific challenges, and 
level of impact on drug development programs

• CDER/CBER DDT Committee
– Opportunity for broad senior CDER input early and throughout in the process

– Vote on Decision to Accept or Reject submission at each stage
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Lessons Learned
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How to Engage

https://www.fda.gov/drugs/novel-drug-approvals-

fda/critical-path-innovation-meetings-cpim 

https://www.fda.gov/drugs/development-

approval-process-drugs/cder-patient-focused-

drug-development

https://www.fda.gov/patients/learn-about-

fda-patient-engagement/fda-patient-

listening-sessions
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How to Engage

https://www.fda.gov/science-research/science-

and-research-special-topics/digital-health-

technologies-dhts-drug-development 

https://www.fda.gov/drugs/development-approval-

process-drugs/drug-development-tool-ddt-

qualification-programs 
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