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Dear Janice,

Please find attached the first round of edits from the FDA. Please provide your version of the label

by Thursday April 4™ 3t Noon EST. Please ensure that any comments from you are not anonymized
so that we know it clearly from Portola (not specifically who they are just that it is an edit from you).

Please acknowledge receipt of this label and the ability to meet the requested deadline.

Sincerely, Jean

Jean T &}/Mzwx MSHS, MT (ASCP)

Regulatory Project Manager

Center for Biologics Evaluation and Research
Office of Tissues and Advanced Therapies
U.S. Food and Drug Administration

Tel: 240-402-8296

jean.qgildner@fda.hhs.gov
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