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MEETING PURPOSE

To gather stakeholder perspectives on PDUFA VIII topics, specifically regarding Chemistry,
Manufacturing, & Controls (CMC).

MEETING SUMMARY

The fifth PDUFA VIII Reauthorization Public Consultation Meeting focused on Chemistry,
Manufacturing, & Controls facility lifecycle approaches. The session brought together patient and
consumer advocacy groups to discuss a proposed program designed to limit preventable
manufacturing-related complete response (CR) actions through enhanced transparency and
earlier engagement between FDA and industry. The presentation outlined how facility
assessments and inspections may identify deficiencies that may not be correctable within user
fee timelines, leading to complete response letters and delayed approvals. Stakeholders expressed
strong support for the proposed preventive approach while raising questions about data
transparency, resource allocation, Active Pharmaceutical Ingredient (API) manufacturer
compliance with applicable requirements, and the proposed program's scope across therapeutic
areas.

Chemistry, Manufacturing, & Controls

Chemistry, Manufacturing, & Controls encompasses FDA's assessment and inspection of
manufacturing establishments to ensure compliance with requirements, application
commitments, and data accuracy. As part of drug application review, FDA evaluates whether
facilities can manufacture products to preserve identity, strength, quality, purity, potency,
stability, and bioavailability. The Agency issues complete response actions when manufacturing
establishments fail to meet requirements, and deficiencies are not satisfactorily corrected within
the user fee clock timeframe.

FDA's presentation at the meeting outlined the proposed PDUFA VIII CMC Facility Lifecycle
program, which aims to decouple or mitigate manufacturing facility risks that could lead to
complete response actions through enhanced transparency and engagement. The lifecycle
approach focuses on earlier shared understanding of manufacturing facility expectations,



proactive facility readiness for evaluation and inspection, and transparent communication
enabling earlier issue identification and resolution.

Stakeholder questions during the discussion period focused on data transparency and resource
implications. Multiple participants inquired about data sharing, including percentages of
applicants with deficiencies, severity levels, time to resolution, and complete response rates,
particularly organized by disease categories. Stakeholders also inquired about whether the
proposed program's scope addresses manufacturers of Active Pharmaceutical Ingredient (API)
compliance with applicable requirements and supply chain integrity. There was particular
concern about foreign manufacturer compliance rates. Participants sought clarification about
how the proposed program would accommodate rapidly evolving technologies in rare disease and
cell and gene therapy development, and whether earlier engagement timelines would be flexible
enough for these specialized areas. FDA generally shared that it plans to share information on
program impact to application actions during an envisioned workshop, that the scope of the
program intends to cover all drug manufacturers (including API manufacturers) that are relevant
to application assessment, and that the early engagement opportunities would apply to all PDUFA
products including cell and gene therapy products.

Perspectives on the proposed program shared by stakeholders were overwhelmingly positive,
with participants expressing strong support for the prevention-focused approach rather than
reactive enforcement. Representatives from multiple organizations praised the shift to
preventing problems before they occur, acknowledging that prevention is easier than correction.
Participants appreciated the lifecycle evaluation focus and the potential to reduce surprise
complete response letters that have impacted their communities. However, concerns emerged
regarding resource allocation and potential tradeoffs, with some stakeholders expressing worry
about staffing constraints and the need for additional staff to support this proposed program.
Those stakeholders expressed a need for transparency about what existing programs might be
affected by any shifts in resourcing. FDA confirmed that additional resources would be needed to
implement the proposed program and that FDA will maintain existing standards and obligations.

Next Steps

The final PDUFA VIII stakeholder consultation meeting is tentatively scheduled for April 20,
2026, and FDA plans to present an overview of the proposed PDUFA VIII agreement, discuss next
steps for reauthorization, and outline avenues for continued public engagement.
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