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CLINICAL FILING CHECKLIST FOR BLA 125293

Please identify and list any potential review issues to be forwarded to the Applicant for the 74­
day letter.

1. In our initial review of yoiapplication we have noted a higher proportion of patients with
cardiovascular deaths and cardiovascular serious adverse events (AEs) in the pegloticase arms.
Additional information regarding these adverse events may be requested.

Reviewing Medical Officer
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