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

May 14, 2026 | 1:00 pm - 3:00 pm

Virtual Format

MEETING PURPOSE

To continue in-depth discussions on BsUFA IV finance proposals, including: evaluating the
applicability of the Operating Reserve Tracking, Reserving, and Reporting (OR TRR) concept for
the BSUFA Program, enhanced financial reporting, the operating reserve carryover balance, and
the BsUFA fee structure.
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Andrew Kish CDER Sean Hilscher PhRMA
Joshua Ostrer 0OCC Ryan Kaat PhRMA
Sarah Yim CDER Scott Kuzner AAM
Kristy Lupejkis PhRMA
Giuseppe Randazzo  AAM
Bee Reed Biosimilars Forum
Juliana Reed Biosimilars Forum
Derek Scholes BIO
Scott Tomsky Biosimilars Forum (Biocon
Biologics)
MEETING SUMMARY

Industry and FDA discussed the applicability of OR TRR for the BSUFA program, including
presentation of an FDA analysis concluding that it would not add meaningful value to BsUFA and
discussion of Industry concerns about the lack of an OR TRR accountability mechanism to reserve
and track payroll funds for hiring staff. FDA proposed enhanced financial reporting aligned with
other user fee reauthorization negotiations. The subgroup continued discussions on the
operating reserve carryover, with Industry reemphasizing their concerns over the current 21-
week cap and large carryover balances over the lifecycle of the BSUFA program and FDA asserting
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that Industry's proposal to reduce the carryover maximum would not be aligned with Industry's
stated goal of fee stability. FDA and Industry also discussed the fee structure, with FDA proposing
adoption of its application fee structure along with Industry’s proposal to eliminate the
Biosimilar Biological Product Development (BPD) fee.

OR TRR and Enhanced Reporting

FDA explained that the OR TRR concept was first introduced in PDUFA reauthorization
negotiation to set aside funding specifically to restaff vacant scientific positions in the program.
FDA presented data showing that BsUFA-specific staffing losses resulting from non-Reduction-
in-Force (RIF) causes were minimal relative to the overall CDER workforce. Because BsSUFA IV
negotiations are expected to repurpose existing funding to support additional negotiated
commitments, without increasing target revenue, the FDA noted that net staffing losses are
already subsumed within that hiring goal. FDA asserted that this results in a standalone OR TRR
mechanism that does not provide any additional value for the BSUFA program.

Industry expressed concern about the lack of a formal mechanism to verify that lost BsUFA-
funded positions are being refilled. Industry noted that without OR TRR, there would be no
dedicated mechanism confirming that the positions were hired and allocated to BSUFA work. FDA
responded that hiring can be tracked through hiring goals established in the commitment letter
and through payroll data reported in annual financial reporting. Industry also asked clarifying
questions about the financial data presented by FDA to inform the Agency’s assertion that OR
TRR would not add value to the BsUFA program. Industry also asked about the amount of payroll
in the program potentially available to support additional negotiation commitments in BSUFA IV.
Industry asked about FDA’s plans to rehire staff in advance of the start of BSUFA IV. Industry and
FDA also discussed the amount of payroll attributable to BsUFA for review staff activities. FDA
reiterated its position that given the scale of the BSUFA program, OR TRR would not add
meaningful value and would instead create additional administrative work. Industry again raised
concerns that the absence of OR TRR would result in less transparency on tracking staff in BSUFA
compared to the other user fee programs. Additionally, Industry noted that beyond tracking, OR
TRR provides an accountability mechanism to reserve specific funds solely for payroll. Industry
also expressed concerns that payroll funds could be diverted to other BsUFA-allowable activities.

FDA offered enhanced financial reporting for BsUFA, aligning with reporting enhancements
being negotiated for other user fee programs. Proposed enhancements to the five-year financial
plan include details on Shared Services consolidation efforts and an index of financial and
personnel-related reporting. Proposed enhancements to the annual financial report include
additional details on payroll and operating expenses by major object class codes. FDA noted these
additions would be consistent with proposed enhancements in other user fee program



negotiations. Industry asked additional clarifying questions and agreed to return with additional
feedback on FDA’s OR TRR proposal.

Continued Proposal Discussion: Operating Reserve (Industry Proposal)

FDA sought clarification on the underlying issue Industry's proposal to reduce the BsUFA
operating reserve maximum is seeking to address. FDA asked for clarification on whether
Industry is trying to reduce the operating reserve maximum or whether it is trying to reduce fee
fluctuations that result from operating reserve adjustments. FDA showed data suggesting that
these objectives may not be compatible. Industry explained that their concerns are that there is
consistently a large amount of unspent user fee money in the carryover, and the current 21-week
carryover maximum is relatively high compared to other user fee programs, and the large year-
to-year swings in fees create planning challenges for companies. Industry also noted the
maturity of the BSUFA program and negotiated initiatives in prior cycles to address the amount of
allowable carryover available to FDA to reflect actual programmatic needs. Industry

indicated they are seeking greater stability and predictability in fee levels, rather than large
fluctuations driven by operating reserve adjustments.

FDA noted that reducing the carryover maximum would likely increase fee fluctuations, as
reducing the carryover will result in a fee-reduction only in the specific year the carryover is
being reduced, and fees may increase in subsequent years after the reduction. FDA noted that, as
such, Industry's stated goal of fee stability and their proposal to reduce the carryover maximum
are not compatible. FDA indicated it could not pursue both objectives simultaneously and asked
Industry to clarify their priority. FDA noted that a more complex fee-smoothing mechanism
could potentially be explored as an alternative to reducing the carryover cap, but that further
direction from Industry was needed before proceeding. Industry agreed to discuss internally and
return with a prioritized position at a future meeting.

Continued Proposal Discussion: Fee Structure (Industry and FDA Proposals)

FDA and Industry discussed a potential compromise on the application and BPD fee structure.
FDA had previously proposed updating the statutory language to provide a single application fee,
with an incentive (half fee) for simultaneous submissions of applications for the same drug
substance assessed for the second application. Industry had previously proposed a half fee for
applications without a comparative efficacy study (CES) and elimination of the BPD fee.

FDA proposed a compromise to adopt FDA's application fee structure proposal and Industry’s
proposal to eliminate the BPD fee. Industry noted several logistical questions remain, particularly
around the definition of "'simultaneous" submission.

Industry reiterated that some split submissions may be driven by factors outside of an
applicant's control and expressed concern that assessing a full fee in those circumstances could
be viewed as striking the wrong balance, as factors beyond the sponsors control may prevent
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simultaneous submission. FDA acknowledged the range of factors that can drive multiple
Biologics License Application (BLA) submissions.

Proposal Progress Check

FDA presented a progress check on finance proposal status. Industry asked clarifying questions
regarding the America First Small Business Waiver proposal that would limit applicability of the
small business waiver to US-based entities. FDA agreed to share the proposed Small Business
Waiver language as a follow-up action item.

Next Steps

FDA identified tentative topics for next week’s meeting to include: Industry to provide feedback
on the OR TRR presentation, Industry to clarify its goal with its operating reserve proposal,
Industry to provide feedback on FDA’s proposed fee structure compromise, and FDA to identify
pain-points associated with split BLAs. Industry noted they will provide feedback on the
proposed agenda and share any additional topics prior to the next meeting.



	MEETING PURPOSE
	PARTICIPANTS
	MEETING SUMMARY

