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

May 27, 2026 | 12:30 pm - 2:30 pm 

Virtual Format 

 

MEETING PURPOSE 

For Industry to share feedback on the BsUFA IV finance proposals, including the operating 
reserve maximum, the fee structure, and the technical staff meeting language; and for FDA to 
present how the Operating Reserve Tracking, Reserving, and Reporting (OR TRR) concept can be 
applied in BsUFA. 

 

PARTICIPANTS 

FDA  INDUSTRY  
Josh Barton CDER Lina AlJuburi BIO (Sanofi) 
Kristopher Hoover CDER Leah Christl PhRMA (Amgen) 
Rebecca Kemp CBER Jessica Greenbaum AAM (Sandoz) 
Andrew Kish CDER Sean Hilscher PhRMA 
Joshua Ostrer OCC 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 

FDA shared updates to the resource ledger. The subgroup addressed the operating reserve, fee 
structure, OR TRR, America First Small Business Waiver, and technical meeting language. 
Tentative agreement was reached on adjusting the operating reserve maximum, the 
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discontinuation of the Strategic Hiring and Retention Adjustment (SHARA), the fee structure, 
and the technical staff meeting.  

 

Resource Ledger 

FDA shared updates to 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. 

 

Operating Reserve 

FDA restated their proposal from the last meeting of reducing the operating reserve maximum 
from 21 weeks to 18 weeks using a phased step-down approach and indicated that 18 weeks was 
the lowest maximum they could consider. Industry confirmed alignment with this approach, 
agreeing to the step-down schedule of 21 weeks in fiscal year (FY) 2028, 20 weeks in FY 2029, 19 
weeks in FY 2030, and 18 weeks in FY 2031 and FY 2032. With agreement on the operating 
maximum utilizing a phased step-down to 18 weeks, FDA and Industry also conceptually agreed 
to discontinue the SHARA in accordance with prior meeting discussions.  

 

Fee Structure  

FDA restated its counterproposal of a three-tiered application fee structure: a full Biologics 
License Application (BLA) fee with no differentiation based on whether the application has 
clinical data; no fee for additional BLAs for the same drug substance that are submitted on the 
same day; and a half fee for additional BLAs for the same drug substance that are not submitted 
on the same day. Industry indicated agreement with this proposal. With agreement of the 
application fee structure, FDA indicated it would be able to accept Industry’s proposal of 
removing the biosimilar product development (BPD) fee. 

 

OR TRR and Enhanced Reporting 

FDA presented a detailed framework for how OR TRR would be applied in BsUFA, consistent with 
its adoption in Prescription Drug User Fee Act (PDUFA) and Generic Drug User Fee Amendment 
(GDUFA). Under this framework, a Personnel Compensation and Benefits (PC&B) target would be 
established for each fiscal year, with fees equal to the target amount reserved exclusively for 
PC&B expenditures. If actual PC&B spending falls below the target in a given fiscal year, the 
difference would be held in the operating reserve and could not be redirected to other operating 
expenses. 

FDA explained that FY 2025 actual payroll would serve as the baseline for calculations, which 
would be adjusted forward for inflation. The baseline would also reflect any net full-time 
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equivalent (FTE) changes resulting from any resource-related negotiated agreements, as well as 
payroll costs shifting to Shared Services as part of consolidation efforts. The PC&B target would 
be written into statute and adjusted annually for inflation in subsequent years. Industry asked 
additional clarifying questions and requested additional time to review the OR TRR proposal. Both 
parties agreed to continue the conversation at the next meeting. 

 

America First Small Business Waiver 

FDA stated the Agency is finalizing draft statutory language for the America First Small Business 
Waiver and expects to share it with Industry as soon as possible. 

 

Technical Meeting 

Industry had previously expressed conceptual alignment with FDA's draft technical meeting 
language. Industry confirmed full alignment with FDA's proposal at this meeting, noting 
consistency with Prescription Drug User Fee Act (PDUFA) and Generic Drug User Fee 
Amendments (GDUFA) precedent. FDA and Industry agreed that agenda development will be 
collaborative between FDA and regulated Industry. The parties reached tentative agreement on 
this item. 

 

Next Steps 

The goals for the next meeting are to address any remaining questions from Industry regarding 
the OR TRR proposal and to begin discussing draft commitment letter and statutory language. 
FDA will distribute draft America First Small Business Waiver statutory language to Industry as 
soon as possible.  
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