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MEETING PURPOSE

To establish a baseline understanding of the BsUFA program finances and how FDA sets fees, and
to discuss Industry and FDA fee structure proposals in further detail.
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MEETING SUMMARY

FDA presented context for the current financial state of the BsUFA program using tables and data
from the five-year financial plan published in March 2026. FDA demonstrated how the Agency



conducts the fee-setting process. FDA and Industry elaborated on their fee structure proposals.
Industry and FDA asked clarifying questions about the proposals under discussion.

BsUFA Finance Primer

FDA presented context for the current financial state of the BsUFA program using tables and data
from the five-year financial plan published in March 2026.! Topics covered included budgetary
resources, planned obligations, carryover, sustained available funding levels, operating reserve
impacts on fees and operations, and the expected operating reserve adjustment for FY 2027. FDA
noted what the BsUFA program could absorb to support additional negotiated commitments
without increasing the target revenue. In response, Industry asked clarifying questions about the
BsUFA program revenue structure and current resources, including staffing, collections, and
total revenue. Industry also asked clarifying questions about potential changes to BsUFA’s
proportional contributions to FDA’s Shared Services obligations given the Agency’s efforts to
consolidate support services.

FDA highlighted that BsUFA fees are decreasing across all fee types since FY2023, which is
unique among user fee programs. FDA showed data to emphasize that as the program matures
and more application, program, and BPD fees are collected annually, target revenue is distributed
across a larger base of fee payers, reducing individual fee amounts. FDA asserted that the floating
allocation between fee types has been a valuable tool for managing fee stability. Industry raised
concerns about fee volatility driven by operating reserve fluctuations and asked whether the 21-
week operating reserve maximum remains appropriate considering the maturity of the program.
Industry noted the occurrence of large carryover amounts throughout the program’s lifecycle,
including efforts to address the issue through a negotiated stepwise reduction in the operating
reserve cap in the first three years of BSUFA III. FDA indicated the Agency’s belief that 21 weeks is
a healthy level for BsUFA given BsUFA’s smaller size compared to other programs. FDA noted
that fee fluctuations have been a direct result of the reduction of the maximum carryover in
BsUFA III. Industry asked additional clarifying questions about BSUFA revenue collection,
including the utility of the BSUFA Annual Survey as a tool to inform fee setting. FDA noted that
the Survey did not have maximal utility given the potential for “optimism bias” in responses
from sponsors, but that it was one of several data points that informed fee-setting analytics. FDA

1 The materials used for this discussion were based on the FY 2026 update to the BSUFA III Five-Year
Financial Plan, available at


https://www.fda.gov/media/191659/download?attachment

noted that a single application fee represents approximately one week of operations. FDA offered
to explore innovative approaches to using carryover for fee stabilization.

Fee Setting Process

FDA demonstrated how application, program, and BPD fees must sum to target revenue each
year, using FY 2026 as an example. The process requires estimating the number of full
application equivalents (FAEs), BPD fees, and program fees, then calculating fee amounts so that
total expected collections equal target revenue. FDA noted that the floating allocation between fee
types is a valuable and unique tool for managing fee stability. FDA also noted that program fees
are more predictable than application fees, and that a higher allocation to program fees reduces
revenue volatility.

Fee Structure Proposals and Fee Setting Demo

FDA and Industry discussed the three fee structure proposals. FDA used an interactive Excel-
based tool to demonstrate how each proposal would affect application, program, and BPD fee
amount under FY 2026 assumptions.

Application Fee Differentiation Based on Comparative Effectiveness Study (Industry
Proposal)

Industry proposed redefining the basis for the full versus half application fee: rather than
differentiating fees based on the presence of clinical data, the fee would be differentiated based on
whether a comparative efficacy study (CES) is associated with the application. Industry noted
that FDA's scientific advances, particularly the shift toward emphasis on pharmacokinetic (PK)
similarity studies and less necessity for CES, have reduced the data burden for many applications
with the expectation of a corresponding reduction in FDA workload. Industry asserted that the fee
structure should reflect these efficiency gains.

FDA clarified that this change would redistribute, not reduce, total target revenue: if all
applications were assessed a half fee, the fee amount would double so that total collections remain
unchanged, unless the difference is spread to program fees. FDA demonstrated two approaches to
achieving the target revenue for the FY26 fee setting under Industry’s proposal: (1) setting the
Program Fee at a fixed amount and absorbing the reallocation of fees entirely through the
application fee; and (2) reallocating fees to increase application, half-application, and program
fees.

Industry emphasized the importance of recognizing efficiency gains in the fee structure and
tracking of potential reductions in required staffing resources in various areas of the review cycle,
such as clinical reviewers. FDA noted that the BSUFA program is not designed as a fee-for-service
program like the European model. Rather than assessing fees for every single service based on



the cost of each service, BsUFA collects certain fees that funds the totality of the program
services. As such, the totality of the program costs rather than the cost of an individual
application need to be considered in reviewing the fee structure.

The subgroup discussion touched on whether a higher program fee allocation could improve
revenue predictability, and whether member companies would accept a higher program fee in
exchange for a lower application fee. Industry indicated they would discuss this idea internally
before revisiting with the Agency.

Single Application Fee with Half Fee for Simultaneous Secondary BLAs (FDA Proposal)

FDA proposed updating the current application fee design (a full fee for applications with clinical
data and a half fee for applications without clinical data). The proposal would establish a single
application fee, with a half fee assessed only when a secondary Biologics License Application
(BLA) for the same drug substance is submitted simultaneously. FDA noted that simultaneous
submissions allow the Agency to leverage the same review team and review the applications more
efficiently, whereas non-simultaneous submissions effectively double or triple workload. FDA
stated this proposal is intended to incentivize sponsors to submit secondary BLAs for the same
drug substance at the same time. FDA emphasized that if a sponsor is going to submit multiple
BLAs for the same drug substance, submitting simultaneously enables efficiencies in review
workload.

FDA demonstrated that, based on historical data, showing approximately half of secondary BLAs
submitted simultaneously, this proposal would result in a ~1% decrease in application and
program fees while enabling efficiencies in review workload. Industry asked FDA for information
on scenarios driving the non-simultaneous submissions and any overlap in increased FDA
workload, including differences in applications — for example, differences in labeling or
presentation. Industry asserted that in many cases the ability to submit multiple BLAs on the
same day is outside of the applicant’s control. Industry asked whether a reasonable window (e.g.,
within the 60-day filing period) could be considered rather than requiring strict simultaneity.
FDA indicated openness to a window if operationally feasible, but noted that the longer the delay,
the greater the impact on review team assignments and goal dates. FDA agreed to continue
internal discussions on what a reasonable window might look like.

Eliminate the Biosimilar Product Development (BPD) Fee (Industry Proposal)

Industry proposed eliminating the BPD fee, asserting that the fee was originally implemented to
help fund the program during its early years when other fee revenue was limited and that the
program is now mature and application and program fees are sufficient to sustain operations.
Industry added that the BPD fee could be a barrier to entry, particularly for smaller or newer
sponsors evaluating whether to pursue biosimilar development or when a sponsor has business
feasibility questions. Industry noted a concern that a BPD fee would be required in instances



when a Biosimilar Initial Advisory meeting request is converted into a Type 2b meeting. Industry
also noted that eliminating the BPD fee would harmonize BsUFA with other user fee programs
that do not have an investigational new drug (IND)-equivalent fee.

FDA demonstrated that eliminating the BPD fee would result in a ~3% increase in all other fees to
compensate. FDA also demonstrated a combined scenario showing the effect of both FDA's single
application fee proposal and Industry’s BPD fee elimination proposal, resulting in an overall ~2%
decrease in fees. FDA agreed to take the BPD fee elimination proposal back for further
consideration, noting that the BPD fee does serve a function in encouraging sponsors to be
prepared before entering the program.

Next Steps

The goals for the next meeting are to discuss the operating reserve tracking, reserving, and
reporting concept (OR TRR) as negotiated in other user fee reauthorization negotiations and
evaluate its applicability to the BsUFA program. The subgroup will also revisit the fee structure
proposals discussed in this meeting as well as Industry’s proposal on the operating reserve
adjustment.
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