ADMINISTRATION

7 [B3 u.s. FOOD & DRUG

Biosimilar User Fee Act (BsUFA) Reauthorization

FDA and Industry Negotiation Meeting
June 25,2026 | 9:30 am-3:00 pm

Virtual Format

MEETING PURPOSE

To discuss draft commitment letter language on provisional determinations (PDs) and meeting
management, the BsUFA IV draft commitment letter, and the finance-related provisions in the
commitment letter and statutory language.
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MEETING SUMMARY

FDA and Industry aligned on draft commitment letter language regarding meeting management
and finance. FDA and Industry discussed the draft commitment letter language on PDs and the
draft statutory language. FDA proposed an additional change to a section of the BsUFA IV draft
commitment letter.

Approach to Provisional Determinations (PDs) Draft Commitment Letter Language

FDA and Industry discussed FDA’s proposed revisions to the draft commitment letter language
on PDs. Industry asked clarifying questions about the proposed revisions and proposed additional
revisions.

FDA responded to Industry’s questions and proposed additional revisions to the draft
commitment letter language.

After further discussion, FDA and Industry aligned on most of the PDs draft commitment letter
language. Both parties agreed to propose revisions to portions of the draft commitment letter
language at the next meeting to increase clarity.

Approach to Meeting Management Draft Commitment Letter Language
FDA proposed revisions to the draft commitment letter language on meeting management.

Industry asked a clarifying question about the draft commitment letter language, which FDA
answered. After further discussion, Industry stated they are generally aligned with the draft
commitment letter language and proposed one revision for clarity.

FDA agreed to Industry’s proposed revision, and both parties agreed to the draft commitment
letter language on meeting management.

Approach to BsUFA IV Draft Commitment Letter

FDA proposed removing the “Guidance” section carried over from the BSUFA III commitment
letter Section I.C., which committed the Agency to issuing guidance on classifying supplements.
Instead, FDA proposed including information about the simplifying of supplement categories
within the “Review Processes and Performance Goals” section of the BSUFA IV commitment
letter.

Industry agreed to provide feedback on FDA’s proposal during the next meeting.

Approach to Finance-Related Draft Commitment Letter and Statute



FDA and Industry discussed the finance-related draft commitment letter language. Industry
proposed minor revisions to the draft language, to which FDA agreed. FDA and Industry said they
were in alignment on the finance draft commitment letter language.

FDA and Industry discussed the statute. Industry said they would provide additional feedback on
the finance statute during the next meeting.

Next Steps

The goal for the next meeting on June 30 will be to discuss draft commitment letter language on
provisional determinations and finance, review the BsUFA IV draft commitment letter, and
discuss the statute.



