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Lessons Learned from the Chemistry, Manufacturing, and Controls 
(CMC) Development and Readiness Pilot (CDRP) program  

Virtual Workshop 

 Wednesday, September 10, 2025  

1:00 pm – 5:00 pm ET 

 

Agenda 

 
Background and Event Objective 
The FDA Prescription Drug User Fee Act (PDUFA) Act VII Commitment Letter called the United States 
Food and Drug Administration (FDA) to implement a Chemistry, Manufacturing, and Controls (CMC) 
Development and Readiness Pilot (CDRP) where products regulated by the Center for Biologics 
Evaluation and Research (CBER) as well as the Center for Drug Evaluation and Research (CDER) may 
receive expedited and accelerated development. This aims to provide patients with earlier access to 
anticipated clinical benefit. Patient access to treatments with accelerated designations should not be 
delayed by CMC challenges. FDA is interested in listening to the experiences and feedback from medical 
product sponsors, especially those who have participated in the pilot program. 
 
This workshop will explore challenges to expedited CMC development and strategies for improvement. 
We will hear industry CMC experience and their engagement with the pilot. FDA regulators will share 
perspectives on expedited programs, the pilot, and interactions during clinical development. The open 
dialogue between FDA and industry participants will help stakeholders better understand CMC 
development success, the CMC landscape, and future of the CDRP. 
 
1:00 PM Welcome and Overview 
  Brian Canter, Duke-Margolis Institute for Health Policy 
 
1:05 PM FDA Opening Remarks 

Presentation 
Denise Gavin, U.S. Food and Drug Administration 
 

1:15 PM  Session 1: Overview and Perspectives on Expedited CMC Development 
Objective: In this session, FDA will give an overview of the expedited CMC development 
program and pilot. Our speaker(s) will share insights on the key challenges this program 
aims to address, the program’s anticipated objectives, and its potential benefits. The 
presentation will share lessons learned from assessors and review teams, including on 
CMC interactions during clinical development. 
 
Presentation 
Ramjay Vatsan, U.S. Food and Drug Administration 
Jennifer Swisher, U.S. Food and Drug Administration  
Thomas Oliver, U.S. Food and Drug Administration  

 
Q&A  
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1:40 PM Session 2: CBER-Regulated Industry Experience with CDRP 
Objective: CBER- regulated investigational new drug application (IND) sponsors may 
encounter challenges related to complex biological processes, which may include 
defining and controlling the manufacturing process and controls, ensuring product 
quality, purification, and demonstrating consistency across batches. In this session 
industry participants will discuss their experiences with the CDRP program, focusing on 
lessons learned from CMC development within product development. Participants will 
provide feedback on clinical development timelines, logistics, and other challenges 
specific to CBER. Additionally, they will share broader experience with CMC readiness 
and lessons learned for accelerated product development. 
 
Moderator 
Thomas Roades, Duke-Margolis Institute for Health Policy 

 
Presentations 
Isabella Palazzolo, Intellia Therapeutics, Inc. 
Natalie Ward, Bristol Myers Squibb Company 
Neil Ichiro Laruan, Biotechnology Innovation Organization  
 
Panel Discussion / Q&A 
Isabella Palazzolo, Intellia Therapeutics, Inc.  
Natalie Ward, Bristol Myers Squibb 
Neil Ichiro Laruan, Biotechnology Innovation Organization 
Andrew Byrnes, U.S. Food and Drug Administration 
Kimberly Schultz, U.S. Food and Drug Administration 

 
2:55 PM Break 
 
3:05 PM Session 3: CDER-Regulated Industry Experience with CDRP 

Objective: CDER-regulated IND sponsors may face challenges related to chemical 
synthesis, formulation development, and stability testing. In this session, participants 
will discuss their experiences with the CDRP program, focusing on lessons learned from 
Chemistry, Manufacturing, and Controls (CMC) development within product 
development. Participants will provide feedback on clinical development timelines, 
logistics, and other challenges specific to CDER. Additionally, they will share broader 
experience with CMC readiness and lessons learned for accelerated product 
development. 
 
Moderator 
Thomas Roades, Duke-Margolis Institute for Health Policy 

 
Presentations 
Claire McCarthy, Bicycle Therapeutics plc. 
Alyssa Carter, RayzeBio, Inc. 
 
Panel Discussion / Q&A 
Claire McCarthy, Bicycle Therapeutics plc. 
Alyssa Carter, RayzeBio, Inc. 

file:///C:/Users/bc282/Downloads/healthpolicy.duke.edu


 

Duke-Margolis Institute for Health Policy   |   healthpolicy.duke.edu 
3 

Jennifer Swisher, U.S. Food and Drug Administration 
Thomas Oliver, U.S. Food and Drug Administration 

 
4:05 PM Session 4: Summary and Next Steps 

Objective: This panel discussion session will foster a dialogue between industry and FDA 
around FDA facilitation of CMC development for products that should be expedited (in 
respect of perceived clinical impact). Discussion will include how the pilot and early 
interactions with FDA can reduce CMC delays which can impact the expedited review 
process. FDA will share lessons learned to take forward as the program progresses. 
 
Moderator 
Brian Canter, Duke-Margolis Institute for Health Policy 
 
Panel Discussion / Q&A 

  Claire McCarthy, Bicycle Therapeutics plc. 
  Isabella Palazzolo, Intellia Therapeutics, Inc. 

Celeste Frankenfeld Lamm, International Society for Pharmaceutical Engineering 
Cecilia Tami, Genentech, Inc. 
Steven Oh, U.S. Food and Drug Administration  

 
4:45 PM Closing Remarks and Adjournment 
   Mahesh Ramanadham, U.S. Food and Drug Administration 
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