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MEETING PURPOSE

To discuss draft commitment letter language on imminent action, meeting management,
supplements, and Biologics License Application (BLA) transfer requests and review sections of
the BsUFA III draft commitment letter.
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MEETING SUMMARY

FDA presented draft commitment letter language for the Agency’s proposal to introduce an
imminent action (IA) process into the BsUFA IV program. Industry and FDA both shared draft
commitment letter language for their respective meeting management proposals. FDA responded
to Industry’s proposed revisions of the draft commitment letter language for both parties’
proposals on supplemental applications and post-approval submissions to 351(k) applications.
FDA proposed a preliminary approach to sections of the BSUFA III commitment letter that did not
have associated BsUFA IV proposals. After discussing progress on negotiating each side’s
proposals, FDA briefly responded to Industry’s counterproposal on sponsor requests to transfer a
351(k) BLA.

Approach to Imminent Action (IA) Draft Commitment Letter Language

FDA proposed draft commitment letter language for their IA proposal, which described the
criteria under which the IA process would apply to avoid unnecessary provisional determination
and complete response actions. FDA stated that they were continuing to consider Industry’s
counterproposal regarding IA reporting frequency and granularity. FDA stated that they would
revisit IA reporting as part of a broader discussion on BSUFA IV commitment reporting.

Industry asked a clarifying question about additional REMS-related circumstances where IA
would apply, as the language could be interpreted very broadly, and where FDA thought the IA
draft commitment letter language should be located within the draft commitment letter.

FDA noted that they tried to provide flexibility for REMS in the draft commitment letter language
as there could be other circumstances beyond those described in Industry’s draft language where
FDA might invoke IA. FDA suggested reviewing all reporting-related language in the draft
commitment letter before deciding on the location of the proposed IA reporting draft
commitment letter language.

Industry said they would follow up on this proposal in a future meeting.

Approach to Meeting Management Draft Commitment Letter Language

Industry proposed revisions to the existing BsUFA III meeting management commitment letter
language, which focused on streamlining and clarifying the definitions of three BSUFA meeting
types: (1) the Biosimilar Initial Advisory (BIA) meeting, (2) the Biosimilar Biological Product
Development (BPD) Type 2a meeting, and (3) BPD Type 2b meeting. Industry proposed revisions
to the draft commitment letter language regarding applicable timelines if FDA converted
meetings from BIA to BPD Type 2b. Lastly, Industry proposed revisions to the section on
guidance, clarity, and transparency, clarifying the circumstances under which sponsors can use



the follow-up opportunity to clarify previous meeting discussion or written feedback and FDA
transparency regarding metrics on meeting conversions.

FDA also proposed revisions to streamline the existing BsUFA III meeting management
commitment letter language. FDA suggested draft commitment letter language describing the
BIA and BPD Type 2b meetings. The Agency noted either the BIA or BPD Type 2b could be the first
meeting sponsors request to discuss licensure of a proposed product. FDA proposed additional
revisions to condense the description of the BIA meeting and provide further detail on instances
where a Type 1 meeting would be used. Lastly, FDA proposed revisions to expand the existing
BsUFA III follow-up opportunity language to include responses received in correspondence
issued after meeting minutes or written responses only (WRO), and to expand Industry’s options
for requesting WROs to include all meeting types (without any change of or expansion to FDA’s
existing authority to convert to WROs).

After brief discussions to clarify FDA and Industry’s respective proposed revisions, FDA and
Industry agreed on aspects of the draft commitment letter language.

Industry agreed to consolidate both parties’ proposed language and follow up on this topic in a
future meeting.

Approach to Supplements Draft Commitment Letter Language

During the May 19t meeting, FDA agreed to review Industry’s proposed revisions to their draft
supplements commitment letter language.

During the June 11" meeting, FDA responded to Industry’s proposed revisions. Industry agreed to
review FDA’s proposed revisions in detail and provide feedback at a future meeting.

Approach to BsUFA IV Draft Commitment Letter

FDA proposed modifying or removing four sections of the BSUFA III commitment letter in BsUFA
IV as neither FDA nor Industry had proposals in these areas, and they are no longer relevant.
Industry asked clarifying questions about the sections FDA proposed removing or modifying.
Industry agreed to provide its perspective on these sections at a future meeting.

Negotiations Progress Check-In

FDA and Industry discussed the remaining proposals that needed further discussion or finalized
draft commitment letter language.

Modernizing Biologics License Application (BLA) Review Proposal Discussion



FDA responded to the counterproposal Industry presented at the June 9™ meeting on the 351(k)
BLA transfer request subproposal. Industry’s counterproposal including, among other items, that
FDA establish a 120-day timeline for completing license revocation and reissuance after receiving
a complete request to transfer a 351(k) BLA(s). FDA stated that the Agency would need a
minimum of 180 days to complete license revocation and reissuance after receiving a complete
request to transfer a 351(k) BLA(S).

FDA requested that Industry consider the Agency’s proposed timeline and provide a response at a
future meeting.

Next Steps

The goal for the next meeting on June 16t is to discuss draft commitment letter language for
facility inspections, data fidelity, modernizing BLA review, the third-party assessment, and
supplements.



