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Biosimilar User Fee Act (BsUFA) Reauthorization
Stakeholder Meeting with FDA
June 29, 2026 | 1:00 pm - 3:00 pm

Virtual Format

MEETING PURPOSE

This meeting was the third in a planned series of monthly public stakeholder consultation
meetings held as part of the Biosimilar User Fee Act (BsUFA) IV reauthorization process. The
meeting was convened to provide stakeholders with an overview of proposed BsUFA IV
performance commitments and gather structured input from patient and consumer advocacy
group representatives.

MEETING SUMMARY

On June 29, 2026, FDA convened the third BsUFA IV Public Stakeholder Consultation Meeting,
bringing together representatives from patient and consumer advocacy organizations. FDA
presented on the proposed BsUFA IV agreement, next steps for the reauthorization process and
avenues for continued public engagement. The meeting concluded with an opportunity for
stakeholders to ask questions about BsSUFA processes, negotiation meeting minutes, and topics
presented.

BsUFA IV Agreement Overview

FDA provided an overview of the proposed BsUFA IV agreement, focusing on the three key areas
of the agreement: the review process, manufacturing, and finance. FDA noted that BSUFA IV
streamlines the supplement review framework by consolidating multiple BSUFA III categories
into two tiers with four- or six-month timelines based on whether new substantive data is
required. The Agency relayed that FDA and industry have agreed to sunset the Regulatory Science
Pilot Program in favor of targeted, needs-driven research through existing mechanisms.

FDA shared that the centerpiece of the manufacturing portion of the proposed agreement is the
Chemistry, Manufacturing, and Controls (CMC) Facility Lifecycle Program, which aims to
prevent and mitigate reoccurring facility related complete response actions caused by deficiencies
that cannot be remediated within the review clock. A stakeholder asked if FDA anticipated having
sufficient personnel in terms of both recruitment and retention to fulfill the goals for CMC. FDA
responded affirmatively, stating that dedicated resources will be allocated to support the CMC
Facility Lifestyle Program and that implementation would not draw from existing program
staffing. Additionally, a stakeholder asked whether the proposed BsUFA IV agreement



incorporates America First priorities in the manufacturing context. FDA clarified that the CMC
Facility Lifecycle Program makes no distinction between foreign and domestic facilities, and
acknowledged a separate effort outside of BSUFA, FDA Pre-check, to support companies
establishing new domestic manufacturing sites. FDA also noted that an America First incentive is
included in the Finance section of the proposed agreement.

FDA relayed that the proposed agreement recommends the elimination of the Biosimilar
Biological Product Development (BPD) fee in BSUFA IV, as the program’s current financial stability
is sufficient to sustain operations without it. Additionally, FDA noted that the proposed agreement
also recommends reducing the operating reserve maximum from 21 weeks to 18 weeks phased
over FY29-FY31, with a dedicated sub-reserve for staff retention, as well as sunsetting the
Strategic Hiring and Retention Adjustment. A stakeholder asked FDA to explain the implications
for sunsetting the Strategic Hiring and Retention Adjustment. FDA explained the funding
increases for the adjustment are embedded into the base revenue and do not constitute a program
funding cut. FDA also noted the proposed agreement recommends restricting small business fee
waivers to US-based companies as the mechanism for incorporating America First priorities into
the BsUFA IV agreement.

Reauthorization Next Steps

FDA relayed that FDA and industry negotiations are expected to conclude at the end of June 2026,
with the internal clearance and finalization processes running from July through December 2026.
FDA added that the Agency expects to transmit the finalized recommendations to Congress in
January 2027.

Continued Public Engagement

FDA emphasized two primary opportunities for public stakeholders to weigh in on the proposed
BsUFA IV agreement. Following the initial internal clearance, the draft commitment letter will be
posted on FDA’s website and accompanied by a Federal Register notice opening a public comment
docket. FDA will also hold a public meeting to present the draft commitment letter and
stakeholders are encouraged to provide input. FDA noted that stakeholders are also encouraged to
monitor FDA’s BsUFA related webpages, the federal register, and to subscribe to FDA’s listservs
to receive timely notifications on engagement opportunities.

Next Steps

This is the final scheduled Public Consultation Meeting scheduled. All meeting minutes and
negotiation updates will continue to be posted publicly on FDA's website.
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