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MEETING PURPOSE

To discuss combination products, enhancing review efficiency as related to Risk Evaluation and
Mitigation Strategies (REMS), facility inspections, modernizing BLA review, provisional
determinations, and the third-party assessment.
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MEETING SUMMARY

FDA presented draft combination products commitment letter language and a REMS
counterproposal. FDA then presented commitment letter language on their facility inspections
and third-party assessment proposals. Industry followed up on their Modernizing BLA Review,
BLA transfer requests and missed goal dates subproposals and FDA’s provisional determinations
proposal. Finally, FDA presented the status of ongoing negotiations and summarized the second
stakeholder consultation meeting, which was held on May 29th.

Approach to Draft Combination Products Commitment Letter Language

FDA presented draft combination products commitment letter language. Industry asked
clarifying questions and said they would propose revised language in a future meeting.

FDA Risk Evaluation and Mitigation Strategies (REMS) Counterproposal

FDA presented a REMS counterproposal, noting that it is not feasible for the Agency to establish a
review timeframe to reach agreement on a REMS package for an original 351(k) application two
months prior to the BsUFA action goal date, as Industry proposed. FDA said they do not expect
REMS to be a significant issue for biosimilar applicants given the limited number of 351(a) BLAs
subject to REMS with Elements to Assure Safe Use (ETASU). However, the Agency said they were
willing to commit to assessing REMS review timelines as part of the previously proposed third-
party assessment.

Industry said they are in alignment with including REMS review timelines in the third-party
assessment.

Approach to Draft Facility Inspections Commitment Letter Language

During the May 19'" meeting, Industry said they were conceptually aligned on FDA’s facility
inspections proposal and requested clarity on a number of topics, including the timelines for post
pre-license inspection (PLI) meetings.

During the June 9% meeting, FDA presented a diagram detailing the timing of and other
considerations related to the proposed presubmission and post-PLI meetings and draft
commitment letter language. Industry asked several questions about the implementation of
FDA'’s facility inspections proposal, noting that guidance on how the proposed meetings would
operate will not be available at the outset of BSUFA IV. FDA acknowledged Industry’s concern and
noted that the Agency intends to engage with public stakeholders to communicate information
about implementation when possible. FDA confirmed the Agency intends to address meeting
eligibility criteria and meeting package considerations in future guidance, but noted they intend
to leverage existing meeting formats as much as possible. With respect to post-PLI meetings,
FDA affirmed that such meetings will be reserved for potential approvability issues that could be
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resolved during the review cycle and, consistent with the foregoing discussion, noted that the
guidance will provide further information.

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

Approach to Draft Third-Party Assessment Commitment Letter Language

FDA presented draft third-party assessment language. Industry asked clarifying questions and
said they would propose revised language in a future meeting.

Industry Modernizing BLA Review Proposal Follow Up

During the May 12t meeting, FDA presented counters to several of Industry’s Modernizing BLA
Review subproposals, including proposals regarding BLA transfer requests and reassigning
missed goal dates. During the June 9% meeting, Industry presented a response to FDA’s
counterproposals.

In response to FDA’s counterproposal to complete BLA transfer requests in 180 days, Industry
proposed a 120-day timeline. Industry also proposed that applicants can request the FDA to delay
the transfer effective date until a specified date, and FDA will honor that request as long as the
date does not exceed the 120-day goal date.

FDA said they are generally aligned with Industry’s proposal; however, they would need to
confirm the feasibility of the proposed timeline. FDA said they would follow up on this proposal in
a future meeting and provide considerations for how BLA transfers should be reported publicly.

Regarding FDA'’s reassigning missed goal dates counterproposal, Industry said FDA’s proposal
does not fully address the challenges Industry faces when an application misses a goal date. In
turn, in the event the FDA misses a goal date, Industry proposes the Agency notify the applicant
no later than the goal date that the Agency will be delayed in taking an action. Industry also
proposed the Agency communicate (1) the cause of the delay, (2) any outstanding application
deficiencies unrelated to the issue causing delay, and (3) the date the Agency estimates being able
to take action. In the event the Agency does not take an action by the estimated date, Industry
proposed the Agency commit to providing an update on the aforementioned items. Industry
acknowledged that confidentiality obligations may limit the Agency’s ability to communicate
issues causing delay.

FDA acknowledged Industry’s concern regarding additional transparency and communications
around missed goal dates, but noted that missed goal dates are rare in the biosimilar program.
FDA said the previously proposed third-party assessment will review instances of missed goal
dates and, if warranted, recommend process improvements. FDA also noted that the current
process allows Industry to contact the Agency to follow up on the status of applications with
missed goal dates. FDA said they would follow up on this proposal in a future meeting.



Industry Response to FDA Provisional Determinations (PDs) Proposal

During the May 27" meeting, FDA reaffirmed that the Agency’s PD proposal, including the
additional amendments process, would require resources. Following the meeting, Industry
shared a list of questions regarding FDA’s provisional determinations proposal.

During the June 9th meeting, FDA responded to Industry’s list of questions, which sought clarity
on parameters for instances when the Agency would defer review of a PD amendment and
whether the Agency will assign a goal date for PD amendments. In addition, Industry inquired
about the basis for FDA’s proposed timeframes for reviewing requests for approval of applications
in PD status. Industry also reiterated its concern that the term "provisional determination' lacks
a public definition and asked whether the Agency would consider issuing public documents, as
appropriate, to formally establish the concept.

Regarding the deferral of PD amendment review, FDA said they believe this will be a rare
occurrence; however, the Agency intends to defer the review of PD amendments in certain cases,
such as where exclusivity expiry is multiple years in the future and reviewing the PD amendment
at such an early point could result in duplicative work later. FDA said additional details on the PD
amendment process are better suited to be captured in guidance. FDA said the Agency is
unwilling to commit to a performance metric for PD amendments but noted that PD amendments
will be assigned a goal date. Regarding review times for requests for approval, FDA noted that it is
not feasible to commit to an abbreviated 30-day timeline for all such requests. FDA said they are
willing to commit to issuing guidance on PDs.

FDA agreed to draft commitment letter language.

BsUFA IV Negotiations Progress Check

FDA presented the status of all of the ongoing proposals that were initially presented during the
April 7" meeting.

Stakeholder Meeting Summary

FDA presented a summary of the second BsUFA stakeholder consultation meeting, which was
held on May 29t. FDA said the meeting included FDA presentations on stakeholder identified
topics. FDA said the next meeting will include a presentation on the results of ongoing
negotiations and provide details on next steps in the BsUFA reauthorization process.

Next Steps

The goal for the next meeting on June 11* is to discuss draft commitment letter language on
imminent action, meetings management, supplements, and BLA transfer requests and review
sections of the BsUFA III commitment letter.



