
Center for Drug Evaluation and Research (CDER) 
Office of Translational Science (OTS) 

 
 

Critical Path Innovation Meeting 
(CPIM) 

  


null

2017-06-21T15:21:41-04:00

22.224





Critical Path Innovation Meeting (CPIM) 

• Discussion of the science, medicine, and 
regulatory aspects of innovations in drug 
development; nonbinding 

• Not a meeting about a specific approval 
pathway 

• Scope includes early biomarkers and 
clinical outcome assessments, natural 
history studies, technologies (not 
manufacturing), and clinical trial designs 
and methods 

• Outcomes include CDER perspective on 
role of innovation in drug development; 
proposals for future collaborations 

http://www.fda.gov/downloads/drugs/ 
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Goal of the CPIM 

CPIM provides an opportunity for stakeholders to 
communicate directly with FDA subject matter 
experts and have an open scientific discussion 
and exchange of ideas with a common goal of 
improving efficiency and success in drug 
development 
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CPIM Logistics 

• Anyone with a role in drug development can request a CPIM. 
• Requester fills out a one page form on the website. 

• CPIM staff will evaluate the form to identify if CPIM is the right 
venue for the discussion. 

• Acceptance of a CPIM is based on the relevance of the topic to 
drug development. 

• CPIM staff work to identify subject matter experts and request 
their participation for the CPIM. In some cases, subject matter 
experts are invited from other Centers, including the Center for 
Biologics Evaluation and Research and the Center for Devices 
and Radiological Health. 
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CPIM Logistics 

• Requester provides slides two weeks before the CPIM 
• Pre-CPIM meeting one week before the CPIM 

• Orient internal participants to meeting structure 
• Identify areas to discuss/not discuss 
• Identify other participants to be invited 

• 1.5 hours in length 
• Presentation/scientific discussion led by the requester 
• No discussion of policy, guidance, individual drug development 

programs 
• Last 5-10 minutes for next steps 
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CPIM Outcomes 

• Brief, high-level summary written by OTS and shared with the 
requester 

• Topic area added to the website 

• Outcomes have included: follow up with a specific CDER 
office/division or another Center; suggestion to have a public 
workshop or collaborate with other external groups; RCA/CRADA 
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CPIM Topics 

Clinical Trial Endpoints 

Biomarker Development COA Development 

Databases 

Rare Diseases 

Registries 

Innovative Trial Designs 

Natural History Studies 

Drug Development Tools 

Clinical Trial Networks 
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If you have questions, please send any inquiries to: 
CPIMInquiries@fda.hhs.gov 
 
Thank you for your interest in the CPIM 
Program! 
 

  Questions 

mailto:CPIMInquiries@fda.hhs.gov
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