
 
 

Dockets Management Staff (HFA-305)  

U.S. Food and Drug Administration (FDA)  
5630 Fishers Lane, Rm. 1061 

Rockville, MD 20852 

 

RE: Expedited Investigational New Drug Pilot Program; Request for Information (Docket 

No. FDA-2026-N-4699) 

To Whom It May Concern: 

Friends of Cancer Research (Friends) appreciates the opportunity to provide comments on 
the Food and Drug Administration’s (FDA) proposed Expedited Investigational New Drug 
(IND) Pilot Program. Friends supports the FDA’s efforts to identify opportunities that improve 
the efficiency of early clinical development while maintaining appropriate safeguards for 
clinical trial participants. Strengthening the U.S. clinical research environment is important 
to ensure the U.S. remains competitive in biomedical innovation and U.S. patients have 
timely opportunities to participate in studies of promising new therapies. 

The proposed pilot program provides an important opportunity to test whether new 
approaches can meaningfully reduce the time and complexity associated with initiating first-

in-human (FIH) studies. The FDA has identified several potential approaches, including 
improving the quality of IND submissions, introducing rolling review of IND components, and 
allowing activities such as Institutional Review Board (IRB) review and site contracting to 
occur in parallel with IND development and review. Friends encourages the FDA to evaluate 
these approaches based on their ability to reduce overall time to FIH study initiation, improve 
trial readiness, and avoid unintended additional burden or duplicative processes. 

We provide targeted considerations for the proposed pilot: 

Qualified Research Institutions (QRI) 

• Many sponsors already routinely obtain scientific and regulatory support from 
experienced contract research organizations (CROs), consultants, and academic 
collaborators. The pilot should therefore evaluate how QRI qualification can provide 
meaningful, distinct value within the IND process. For example, the FDA could 
consider whether demonstrated QRI capabilities, or elements of QRI review, could be 
leveraged in defined circumstances to reduce duplicative activities while preserving 
the FDA’s full regulatory oversight and decision-making authority. 



• Rather than requiring all QRIs to demonstrate the same broad expertise, the FDA 
could consider qualification based on specific therapeutic areas or product 
modalities. For example, a QRI with substantial experience in cell therapy 
development may be particularly well positioned to evaluate proposed approaches 
to product handling and manufacturing, clinical delivery, patient monitoring, and 
adverse event mitigation. This may be particularly valuable in rapidly evolving areas 
of science and technology, where specialized institutions and investigators closest 
to the field can provide current, practical insight to complement FDA’s regulatory 
expertise and help identify potential issues earlier in development. Modality-specific 
qualification of QRIs could help ensure that QRI advice reflects the expertise most 
relevant to the product under development. 

Rolling IND Review and Process Efficiency 

• The FDA anticipates that earlier review could identify deficiencies sooner and reduce 
clinical holds or information requests. However, the value of rolling review should be 
assessed based on whether efficiencies achieved at one stage translate into a net 
reduction in time and rework across the full pathway to FIH study initiation, rather 
than simply shifting time or burden elsewhere in the process. This may require 
identifying which IND components are most likely to benefit from earlier review, 
recognizing that some components may be meaningfully assessed in advance while 
others depend on information contained elsewhere in the development package. The 
pilot should monitor for unintended increases in submission cycles, sponsor-FDA 

interactions, review touchpoints, or downstream rework that could offset potential 
efficiencies. 

• The FDA could also use the pilot to identify areas where earlier alignment is 
particularly likely to prevent downstream delays or rework. For example, earlier 
review of key protocol elements may help identify issues before they result in 
substantive amendments later in the clinical trial startup process. Amendments 
between initial regulatory engagement and trial initiation can require updates to 

regulatory submissions and supporting documents, IRB materials, trial site 

documents, and other operational activities, leading to re-review and potentially 
delaying trial activation. 

Measuring Pilot Success 

• Evaluating pilot success should extend beyond the formal 30-day IND review period 
and assess the overall development and startup timelines of the pilot cohort. In 
addition to metrics already identified, others to consider include: 

o number of substantive FDA-sponsor/QRI review and feedback cycles 



o frequency and nature of substantive protocol amendments or other 
significant revisions required before study initiation 

o time between authorization to proceed and actual FIH study initiation, to 
assess whether efficiencies in IND review translate into faster trial activation  

o FDA, sponsor, and QRI resource requirements associated with the expedited 
IND pathway 

• A successful pilot should demonstrate that proposed efficiencies meaningfully 
reduce overall time to FIH study initiation and minimize unnecessary rework or 
redundancy without increasing burden for FDA reviewers, sponsors, or research 
institutions, while maintaining appropriate safety and scientific standards.  

Friends appreciates FDA’s consideration of these comments and looks forward to continued 
efforts to strengthen the efficiency, quality, and competitiveness of early clinical 
development in the U.S. 
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