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Summary:

The purpose of this internal meeting was to discuss the outcome of the Advisory
Committee (AC) meeting held on Friday, May 12, 2023, and to plan the next
steps for this BLA with Center Director, Peter Marks. Clinical, Clinical
Pharmacology and Biostatistics all expressed the reasons that their position
remained unchanged and that they believe the application should move forward
as a Complete Response based on the data provided. Dr. Peter Marks wanted to
review the team’s position and justification before commenting on a path forward.
Dr. Marks requested the review team to review the comments in the public
docket including the videos and the caregiver perspective study that was done by
Canary Advisors before making a final conclusion.
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