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Biosimilar User Fee Act (BsUFA) Reauthorization
FDA and Industry Finance Subgroup

June 11,2026 | 12:30 pm - 2:30 pm

FDA White Oak Campus, Silver Spring, MD

MEETING PURPOSE

To continue in-depth discussions on BsUFA IV finance proposals, including: follow-up questions
from Industry on the Operating Reserve Tracking, Reserving, and Reporting (OR TRR) concept
and review of the draft statutory language for the America First Small Business Waiver (AF SBW),
and the commitment letter.
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MEETING SUMMARY

FDA and Industry reached alignment on several remaining OR TRR-related questions, including
the conditions under which Capacity Planning Adjustment (CPA) funds may be used and the
approach for tracking existing staffing resources under the OR TRR concept. Industry and FDA
also discussed the status of draft statutory language and the finance section of the commitment
letter, with Industry confirming active review of the materials shared by FDA.



Resource Ledger

FDA and Industry reviewed the resource ledger, which shows the current state of proposals under
discussion that may have resource impacts on the finances potentially available to support new
negotiated BsUFA IV initiatives by reallocating existing programmatic resources. FDA noted there
have been no changes in the resource ledger since the prior meeting, and that any further
programmatic agreements would require corresponding adjustments to the ledger.

OR TRR Follow Up Questions

Industry raised two additional OR TRR considerations related to the CPA. First, Industry proposed
that use of CPA funds be prohibited until the OR TRR payroll target is met, consistent with the
approach taken under Prescription Drug User Fee Act (PDUFA). Second, Industry inquired about
the feasibility of establishing a cap on the CPA for BsUFA, citing a preference for standardization
across user fee programs and a desire to ensure managed growth and program stability.

FDA expressed alignment with Industry's first proposal, noting that the logic is consistent with
how the managerial adjustment functions internally and with the approach taken under PDUFA.
FDA explained that if sufficient funds are available to meet payroll targets, CPA funds would not
be needed, agreeing that not taking a CPA until the payroll target is met is a reasonable and
consistent approach.

Regarding the proposed CPA cap, FDA indicated it could not align with this proposal given the
distinct nature and scale of the BSUFA program. FDA noted that BSUFA is in a significantly
different position than PDUFA or Generic Drug User Fee Amendments (GDUFA) in terms of size
and workload growth trajectory. To demonstrate this point, FDA cited BSUFA submission data
showing that since 2018, Investigational New Drugs (INDs) have increased 76%, Biologics
License Applications (BLAs) have increased nearly 200%, and Industry meetings have increased
158%. FDA emphasized that a 3% CPA, which currently represents approximately 5 full-time
equivalents (FTEs), could potentially be insufficient to keep pace with continued workload
growth at this scale. Capping the CPA could create a situation in which the program is expected to
meet performance goals without adequate staffing resources. FDA noted that standardization is
an Agency goal where appropriate, but that the scale and growth trajectory of BsUFA make a CPA
cap inappropriate at this time. FDA indicated the issue could be revisited in the future if the
program reaches a more stable state. Industry asked clarifying questions, including how the
maturity threshold for revisiting a CPA cap would be determined. FDA noted that the CPA has
only been used once in the seven years it has been available for BsUFA. Industry asked whether
the 7 FTEs added during the one year the BSUFA CPA was used were ultimately hired; FDA
confirmed those FTEs were onboarded to FDA.

Industry raised a question regarding the management of any remaining FTE funding in excess of
the reallocation of existing programmatic resources to support additional negotiated
commitments. Industry also asked if potential FTE funding remaining after allocating for



commitments could be tracked, and whether the excess funding allocated for FTEs would remain
captured within OR TRR. FDA explained that one approach would be to maintain the target
revenue as established and include all programmatic resources in the OR TRR payroll target.
Under this approach, FDA would have payroll space to hire the full complement of FTEs, with a
portion of those FTEs allocated to negotiated proposals and the remainder allocated to other core
review activities on a to-be-determined basis. FDA further noted that consistent with the CPA
limitation discussed above, both the FTEs allocated to negotiated proposals and any remainder
for core review activities must be staffed prior to taking a CPA.

Industry confirmed alignment with FDA's position on all items: Industry accepted FDA's proposal
on OR TRR with the inclusion of a limitation on CPA use prior to meeting the payroll target,
withdrew its proposal for a CPA cap, and agreed to the approach of accounting for all reallocated
existing programmatic resources, including any delta, within the OR TRR payroll target.

Review Draft Language

FDA noted that draft statutory language is being finalized and will be shared with Industry as
soon as possible. FDA indicated it would update the draft language to reflect the agreement
reached on CPA use limitation under OR TRR.

Industry confirmed that the America First Small Business Waiver statutory language and the
commitment letter draft are both under active review and that feedback will be provided as soon
as feasible. FDA acknowledged that any changes to resource numbers would require
corresponding adjustments to the draft language.

Next Steps

Industry will provide feedback on the America First Small Business Waiver statutory language
and commitment letter draft as soon as feasible. FDA will send the full statutory language draft as
soon as possible, with a placeholder for the application fee tier structure.
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